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TO DO NO HARM: STRATEGIES FOR 
PREVENTING PRESCRIPTION DRUG ABUSE 


MONDAY, FEBRUARY 9, 2004 

House of Representatives, 

Subcommittee on Criminal Justice, Drug Policy and 

Human Resources, 
Committee on Government Reform, 

Winter Park, FL. 

The subcommittee met, pursuant to notice, at 9:07 a.m., in the 
Winter Park City Hall, 401 Park Avenue South, Winter Park, FL, 
Hon. Mark Souder (chairman of the subcommittee) presiding. 

Present: Representatives Souder, Mica, Norwood and Keller. 

Staff present: Nick Coleman, professinal staff member and coun- 
sel; and Nicole Garrett, clerk. 

Mr. Souder. Good morning, and thank you all for coming. This 
hearing focuses on a very old and very widespread problem, the 
abuse of prescription drugs. Prescription drug abuse itself is noth- 
ing new, but recently a new generation of morphine-based pain 
killers has caused a wave of addiction in overdoses throughout the 
United States. The drug OxyContin has produced the greatest 
amount of publicity, but numerous similar drugs such as, Percocet, 
Percodan, and Tylox have also been abused. 

Prescription drug abuse presents special problems for the govern- 
ment, the medical community, and the pharmaceutical industry. 
On the one hand, these are powerful and dangerous drugs, with as 
great a capacity for addiction and abuse as heroin and cocaine. 
There are many ways for these drugs for to fall into the wrong 
hands. Supplies of the drugs can be stolen from pharmacies and 
manufacturers, and then sold on the black market. Doctors may in- 
tentionally or unintentionally over-prescribe the drugs to patients 
leading to addiction and abuse. Or patients themselves may obtain 
illegal quantities of the drug by shopping for multiple prescriptions 
and filling them at multiple pharmacies. 

On the other hand, these drugs have legitimate medical uses, 
and may give the only possibility of relief for patients suffering 
from chronic pain. Many cancer patients for example, rely on 
OxyContin and similar drugs to combat crippling pain, while other 
individuals suffering from severe injuries may need similar treat- 
ment. Any regulatory plan must balance these completing concerns. 
Two Federal agencies are primarily responsible for the regulation 
of prescription drugs. The U.S. Food Administration and the Drug 
Enforcement Administration. 

The FDA has the job of testing new drugs, and specifying how 
the drug may be marketed, prescribed and used, while DEA is re- 
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sponsible for monitoring the distribution and prescription of these 
drugs to prevent their illegal use. In addition to investigating ille- 
gal trafficking of prescription drugs, DEA also, controls the licenses 
that every physician must have in order to prescribe controlled 
substances. FDA and DEA have been criticized both for being too 
lenient and for being too strict in the regulation of prescription 
drugs. 

Former addicts, relatives of those who have died of overdoses and 
many media commentators have argued that FDA has failed to 
safeguard the public from dangerous drugs by sufficiently regulat- 
ing their marketing and distribution. These critics, some of whom 
it must be noted have filed lawsuits, have accused manufacturers 
of over-marketing pain killers and failing to warn doctors of the 
real risks of addiction and abuse. 

By contrast, some doctors, patients, and other advocates for pain 
treatment have accused DEA of carrying out a virtual war against 
physicians by aggressively prosecuting those who willfully over-pre- 
scribe pain killers. While the specific actions of FDA and DEA and 
the pharmaceutical companies may be debated, it is clear that the 
Federal Government needs to explore new approaches to these 
problems. Congress and the executive branch need to reexamine 
the approval and marketing process, and determine how best to 
monitor the distribution and state of pain killers. 

Several new proposals are already being debated. For example a 
number of States are exploring the concept of setting up computer- 
ized data bases that would track the sale and prescription of con- 
trolled substances to enable law enforcement officials to determine 
when a doctor is prescribing, a pharmacist is dispensing, or an in- 
dividual is receiving suspiciously large amounts of a drug. Many 
States are also attempting to combat the illegal distribution of 
these drugs over the Internet, an issue that Government Reform 
Committee Chairman Tom Davis is working to address. 

Other proposals focus on what warnings pharmaceutical manu- 
facturers are required to give doctors and patients in providing in- 
formation on addiction and how to treat it. 

This hearing will allow the subcommittee to hear from govern- 
mental, medical, and other witnesses to testify about the cost of 
prescription drug abuse, the benefits afforded by those drugs, and 
how to best balance between these two. 

I first want to thank Congressman Mica for proposing this hear- 
ing, and for the assistance that he and his staff have provided in 
setting it up. Congressman Mica, was chairman of this subcommit- 
tee before myself, and both of us have been active on this commit- 
tee since the Republicans took over Congress. In fact Congressman 
Mica, used to be, in his first term, a critic of this subcommittee for 
not focusing on drug abuse and when we took over Congress this 
committee changed from having I think maybe one hearing on the 
issue on illegal drug use to becoming the focal committee in Con- 
gress. Then, now Speaker Hastert, chaired the committee with 
Congressman Mica being a very active member, and then Con- 
gressman Mica chaired it, and it has been my honor to chair it 
since then. And he has been vigilant from the time he was a staffer 
for Senator Hawkins as I was for Senator Coats and we worked on 
these issues in 1989 and 1990, to coming over as we became the 
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majority in the House and making sure we have both the best 
health care system in the United States, but also go after the ille- 
gal drugs in the United States. I appreciate his coming to me on 
the House floor saying we need to focus on this and I really would 
like you to do this in Florida, and for his leadership in the House 
on this issue. 

We also have been joined by two of my colleagues, Congressman 
Charlie Norwood who also came in with our class in 1994 and we 
have been good friends for a long time, and Congressman Keller 
from Florida who is a more recent Member of Congress who we 
served on the Education Committee together, and have since 
moved over, and who has been another leader in Congress. 

We also welcome three witnesses who joined us to discuss the 
Federal Government’s response to this problem. Mr. William T. 
Fernandez, Director of the Central Florida High Intensify Drug 
Trafficking Area or HIDTA, a program administrated by the White 
House Office of National Drug Control Policy; Dr. Robert J. Meyer, 
Director of the U.S. Food and Drug Administration’s Office of Drug 
Evaluation at the Center for Drug Evaluation and Research; and 
Mr. Tom Raffanello, Special Agent in Charge of the Drug Enforce- 
ment Administration’s Miami Office. 

We are also pleased to be joined by two representatives of the 
Florida State government who have taken a lead role in fighting 
against prescription drug abuse, Mr. James R. McDonough, direc- 
tor of the Florida Office of Drug Control; State Senator Bert Saun- 
ders, who has just called in and has had an emergency and cannot 
be here. 

We also welcome Dr. Stacy Berckes, Board member of the Lake 
Sumter Medical Society; Mr. Jack E, Henningfield, of Pinney Asso- 
ciates who is testifying on behalf of Purdue Pharma; Ms. Theresa 
Tolle, president of the Florida Pharmacy Association. 

We also, welcome several witnesses who can discuss the impor- 
tance of these issues to patients and individuals. In particular, we 
welcome Mr. Frederick Pauzar, who lost a son to an OxyContin 
overdose, and who has taken a leadership role in addressing the 
problem of prescription drug abuse. We are especially pleased to be 
joined by a specialist in the treatment of prescription drug addic- 
tion, Dr. Douglas Davies, medical director of the Stewart- 
Marchman Center. We also, welcome Professor Paul L. Doering of 
the University of Florida College of Pharmacy; Ms. Karen 0. 
Kaplan, president and CEO, of Last Acts Partnership, and Dr. 
Chad D. Kolias, medical director of the palliative medicine at M.D. 
Anderson Cancer Center of Orlando. 

We thank everyone for taking the time to join us this morning, 
look forward to your testimony, and now I would like to yield to 
my friend and colleague Mr. John Mica. 

Mr. Mica. Thank you, Mr. Chairman. I am pleased that the Sub- 
committee on Criminal Justice, Drug Policy and Human Resources 
has agreed to conduct this first oversight hearing on the problem 
that we face not only in our community and our State but also our 
Nation, the problem of misuse and abuse of certain prescription 
drugs, particular today we are going to focus on the problem of 
OxyContin abuse and misuse. I think this is a very important hear- 
ing, and I appreciate your responding to my request. 
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I want to also thank and welcome Charlie Norwood, from Geor- 
gia. A gentleman from Georgia, he is a key player in this. Our com- 
mittee is investigative and oversight. Dr. Norwood — and he has a 
medical background, a dentist — he serves on a committee that can 
actually move legislation forward and I know in my discussions 
with him last evening he is anticipating putting together some leg- 
islative fixes to this problem. He does so not just from a legislative 
standpoint, he is not an attorney, but he has been an expert in 
medical practice here in dentistry, so he knows a lot of what he is 
talking about, has a very great deal of experience that we can draw 
upon. 

And I am also, pleased that Rick Keller — there are four Members 
of Congress that share Winter Park. It is a great community to 
share, but I am pleased that he came out. He shares my concern 
about what is happening in our community, again across the State, 
and Nation with abuse of prescription medication, so this is an im- 
portant area. 

I was sitting here thinking, as we convened the hearing, back to 
I think it was December 1980, Senator Paula Hawkins was sworn 
in this room in advance actually of her term. It was a prearranged 
swearing in so she could gain a little bit of seniority, and she really 
began some of the fight to address the problem of illegal narcotics, 
bring it the attention of the U.S. Senate, the Congress, the prob- 
lems we had back in the 1980’s. At that time it was cocaine and 
other drugs. 

And so, it is ironic that we are back here. 

When I took over chairing this subcommittee — but before that 
when I was on the committee, Mr. Hastert — Mr. Souder served 
with and got to know the current Speaker very well in service. He 
was very dedicated to addressing the problem of illegal narcotics, 
and we conducted back in the late 1990’s a hearing in Lake Mary 
on the problem of heroin addiction. I point that out because we con- 
tinue to be challenged as a community, State, and Nation on the 
problem of illegal narcotics. Some of that now has shifted to abuse 
of prescription medication, and particular, again the focus of this 
hearing is OxyContin. 

For the record, Mr. Chairman, we did a little review of some of 
the statistics, back in 1999, we had in central Florida 80 heroin 
deaths, and that was considered an epidemic. In 2000 — and actu- 
ally we had zero according to the figures I have of OxyContin 
deaths, overdose or deaths from OxyContin. In 2002, we had 68 
deaths in central Florida. If we look at it statewide, in 1999, we 
had 198 heroin deaths, had zero that I have a record of for 
OxyContin. In 2002 we had 589 OxyContin deaths, as opposed to 
326 statewide for heroin. So, if we had a serious problem or epi- 
demic then, we certainly have a situation that deserves our atten- 
tion as an oversight committee, today. 

Finally, I want to say that the purpose of this hearing is to find 
some positive solutions to deal not only with one particular drug, 
but any drugs, whether they are illegal or legal, find means and 
ways of keeping them out of the hands of people who abuse them, 
misuse them. In some cases we find they are stealing, robbing, pil- 
laging to obtain those narcotics. It is our responsibility in Congress 
to make certain that we have adequate legislative and law enforce- 
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ment and agency rules, regulations and laws, to deal with a prob- 
lem of this magnitude. So, I am hopeful that this hearing will help 
us find some positive solutions. 

I look forward to my colleague, Mr. Norwood, Dr. Norwood’s leg- 
islative proposal. I look forward to hearing the testimony today 
from, of course, members of the community who have been affected 
by the ravages of misuse of prescription medication. We look for- 
ward to hearing from some of the national experts, that have been 
assembled here in Winter Park. And I think that we will also, hear 
from our law enforcement folks who had to deal with some of the 
problems created by misuse, abuse, addiction to prescription medi- 
cation. 

So, again I welcome Chairman Souder, I thank you, and again 
I hope we can have some positive results from this oversight hear- 
ing. I yield back. 

Mr. Souder. Thank you, I would now like to recognize my friend, 
Congressman Norwood. When we first ran in 1994, both of us, I as 
a small businessman, and he as a dentist, we never thought we 
were going to be Congressmen. And then we came in this big wave 
and all of a sudden over the years it has been developed that we 
are in the majority, and we not only have the Senate and the Presi- 
dency, and it is a whole lot different now actually with the respon- 
sibility of having to figure out how to do these things and work 
them out. But, it has been a great opportunity to work together 
and join our other colleagues, and it is great that you could be here 
today. 

Dr. Norwood. Thank you, Chairman Souder, for allowing me to 
join you today. As you know we have great interest in this subject 
in the Health and Environment Subcommittee out of the Commerce 
Committee, and I am grateful for the opportunity to listen and 
learn today. 

I also want to thank my host Mr. Mica, for the hospitality that 
he has shown me during this visit. I will tell you it is unusual for 
Georgians to say nice things about Floridians this close to football 
season, but I do appreciate the warm welcome and I have enjoyed 
being in your hometown. 

The use of drugs to relieve pain is a subject which I have had 
significant experience in my life. I have experienced it when I was 
in Vietnam treating wounded soldiers. I have experienced it as a 
practicing dentist for 25 years. I have experienced it with family 
and friends through difficulties they may have faced in life, and I 
have experience a little bit of it personally after a car wreck in 
2000. 

I feel pretty strongly that we do not do a good enough job to alle- 
viate pain when we can, and morally and ethically we should. I will 
say I think we are doing a much better job of that today, then we 
did in the 1970’s and 1980’s. I also know that drugs that relieve 
the most severe pain can be those drugs that are must dangerous. 
The value of drugs in relieving pain is obviously a double-edged 
sword. These drugs can create a dependency that makes it difficult 
for sufferers to wean themselves off those pain killers, and these 
pain-killing drugs can be diverted for recreational use by abusers. 
That is actually why we have the Controlled Substance Act, that 
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is why we hold certain drugs to be in a higher regulatory standard, 
because we are concerned about how they might be used or abused. 

I come to this subject knowing that OxyContin has been con- 
troversial because of abuse and misuse and diversions of the drug, 
and I strongly believe we should work to eliminate the abuse of 
OxyContin and we will. But, I also believe we should work to elimi- 
nate the abuse of all controlled substances, it is not the only one 
that is addicting, and it is not the only one that is dangerous. But 
how we do this is critical. If we come up with solutions that dis- 
courage our physicians from prescribing appropriate pain killers, 
pain care in this country will take a serious step backward. And 
we all must remember unless you have been there, unless you have 
had that pain and can hardly live with it, you do not understand 
personally the importance of what these drugs can do for you. 

I believe there are several areas we need to address if we are 
going to attack prescription drug abuse and Lord knows we need 
to. I support the use of state-based prescription monitoring pro- 
grams. My friend Congressman Chairman Harold Rogers has been 
funding an appropriation that allows States to set up these mon- 
itoring programs, and they are out there in 18 States. With a mon- 
itoring program, a State could then catch a person who is running 
from pharmacy to pharmacy getting a prescription filled. The State 
could also raise questions about doctors who appear to be illegit- 
imately writing controlled substance prescriptions and my view is 
that if they are and they are caught, they ought to be put under 
the jail. That is where one of the problems is. 

Today, there is little in place in this country to stop either of 
these abuses. I come from the time even in the 1980’s where we 
had to keep our prescription pads under lock and key, because peo- 
ple actually would come into the office for bogus reasons hoping 
that I would walk out of the room where they could grab a pad. 
I believe we need to reign in Internet pharmacies. That may be the 
greatest danger. Right now I could go on the Internet and buy a 
controlled substance just by pointing and clicking two things, I 
need the drug and I am not lying. So could my 13 year old grand- 
daughter. There are legitimate Internet pharmacists, but those 
that do not require prescription from a treating provider are going 
to have to change the way they do business. That loophole must 
be closed. 

When a drug leaves a manufacturer, where does it go? The more 
I learn, the more concerns I have that our systems have giant holes 
that allow counterfeit drugs to enter the system. Last year, there 
was a counterfeit Lipitor scare right here in Florida. That made it 
much more difficult for wholesalers in this State to sell drugs with- 
out knowing where they came from, and it should be done. Right 
now, you can go back and forth across the borders of this country 
with 50 doses of a prescription. It is called the personal use exemp- 
tion. However, the law allows you to cross the borders as many 
times as you want to a day with 50 doses. That loophole has to be 
closed. 

Finally, I want to say a word about OxyContin. OxyContin has 
a legitimate use for patients in severe pain that I believe must be 
preserved. And there are other drugs out there that may work just 
as well. If we banned OxyContin tomorrow, and forbade every drug 
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manufacturer from marketing to doctors, does anybody in this room 
really believe that prescription drug abuse will go away? It will 
not, it was there before OxyContin ever came on the market. Pre- 
scription drug abuse is bigger than any drug, and it is not caused 
necessarily by marketing practices. I have an hour’s worth of rea- 
soning behind that, but I will not do it, Mr. Chairman, right now. 
What we need to do is close the loopholes that are in our system. 

I thank the chairman and Congressman Mica for allowing me to 
be here today. I really look forward to hearing the testimony of the 
witnesses. This is a real learning effort for my subcommittee, and 
I am grateful to both of you. Thank you and I yield back. 

Mr. Souder. Thank you. And right now I would like to recognize 
Congressman Keller, many of us were very thrilled to see him win 
his first primary and get elected and become an active Member of 
Congress, and it is great to be here in central Florida. 

Mr. Keller. Well, thank you very much, Mr. Chairman. First 
and foremost, I would like to thank my colleague from Winter 
Park, Congressman Mica, for his leadership on this issue, and 
bringing this congressional field hearing right here to Winter Park, 
FL. It would not have happened without his leadership, and we 
certainly thank him. 

Also, because of our lax immigration laws here in Florida, a cou- 
ple of out-of-state Congressman were able to slip through our po- 
rous borders and come here today. Chairman Norwood and Chair- 
man Souder, traveled hundreds of miles to be here and that is just 
a testament to how important this issue is to them. We are very 
lucky, actually we have three subcommittee chairman up here so 
some powerful Members of Congress with the ability not only to lis- 
ten today and learn what the challenges are but, to go back to 
Washington and do something about it. So, I am just thrilled that 
they are here in person in our community. 

As a member of the Crime Subcommittee in Congress, national 
drug control policy is something that is near and dear to my heart, 
and I have to tell you in the interest of straight talk, the abuse of 
prescription drugs like OxyContin presents some very special prob- 
lems for Members of Congress like me. On the one hand, these are 
very powerful and dangerous drugs with as high a capacity for ad- 
diction as heroin and crack cocaine. On the other hand, these drugs 
have legitimate medical uses and may give the only possibility for 
relief for millions of patients suffering from chronic pain, especially 
those with terminal cancer, and so we have to listen today, and try 
to get it in the strike zone and do what is appropriate, and that 
is why we are here. 

And I want to thank you all so much for being here as well. Mr. 
Chairman, with that I will yield back. 

Mr. Souder. I thank each of you for your statements. 

A couple of orders of business first. I ask unanimous consent that 
all Members have 5 legislative days which is basically a week to 
submit written statements and questions for the hearing record 
and any answers to written questions provided by the witnesses 
also be included in the record. Without objection, so ordered. 

Second, I ask unanimous consent that all Members present be 
permitted to participate in the hearing. Without objection, so or- 
dered. 
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Let me explain a little bit first about how we conduct our hear- 
ings. This is a Federal oversight hearing, it is not a town meeting 
and it is not like a State hearing where people can testify. It is 
only invited witnesses, and that others may submit written testi- 
mony. So you can submit any written testimony either to Congress- 
man Mica’s office or Congressman Keller. And when I asked unani- 
mous consent that all Members have 5 legislative days to submit 
written statements, which is effectively a week, that means it can 
go through their office. We do not take testimony from the floor. 
As has been explained several times this is an oversight committee. 

In 1994, when we first took over Congress this committee was 
probably the most high profile in Congress. We did every thing 
from the Waco hearings to the White House investigations on who 
hired who, the travel office, China, the FBI files and so on. And so, 
all witnesses are sworn in. It is one of the only — this is not an in- 
timidation but it is a fact — it is the only committee in Congress 
where people who have testified have been prosecuted for perjury. 
Because it is an oversight committee, the statements are presumed 
to be accurate, so we encourage you to qualify if you are not abso- 
lutely certain, because this is an investigative committee. 

The name of this Subcommittee is Criminal Justice, Drug Policy 
and Human Resources. We have jurisdiction over any drug policy 
and we do authorizing on narcotics issues as well, but because of 
the nature of how Congressman Mica and Congressman Hastert 
pulled together these agencies, we also have jurisdiction over HHS 
and FDA. And we do hearings as well on those subjects and the 
Department of Justice which includes DEA. And so we are, for ex- 
ample the only committee in Congress, that in addition to drug pol- 
icy has oversight over both of those different areas, and so we can 
blend and do followup with both levels of agencies unlike a health 
committee that can only deal with FDA, or a judiciary committee 
that can only deal with the Justice Department. 

We do different field hearings like this as well in Washington. 
This subject is not unrelated to others that we have held on illegal 
narcotics and the difficulty of sorting these things through, but is 
actually the first one I believe on OxyContin directly. And it is ob- 
viously being very closely watched and it is a great privilege to be 
here in Florida with this hearing. I would like to yield to Mr. Mica. 

Mr. Mica. Mr. Chairman, just a housekeeping point. I think 
Members are aware last week of the ricin scare that we had. They 
did come and collect our mail and also some of the mail delivery 
has been suspended. I have had an extraordinary number of re- 
quest to submit testimony for the record and the chairman is leav- 
ing the record open for 5 days. However, I would advise those who 
want testimony submitted either to get it to Congressman Keller’s 
office, hand carried to Congressman Keller’s district office, or my 
district office. We will be glad to make certain that it gets to the 
subcommittee within the required amount of time. And I am not 
sure how you are accepting mail, whether we need an offsite loca- 
tion. Maybe by the end of the hearing, we can make certain that 
we have a location. There may be some delay in the subcommittee 
or Members of Congress receiving that testimony and that does 
give me some concerns, so we can look into that and, also I think 
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the chairman is going to announce a fax number if you want to 
submit for the record. 

While everyone cannot be a witnesses in these formal congres- 
sional hearings, they do have an opportunity to submit for the 
record testimony. 

Mr. Souder. I thank the chairman, that was a good point over 
the mail. We do not know how much mail, it is not the first time 
and the procedures sometimes take forever to get to us. The best 
way is not to send written materials to our offices. Either our fax 
number for the committee is 202-225-1154. The safest thing is to 
get it to a Member’s district office here in Florida. 

With that, we would like the first panel to come forward. Mr. 
Terry Fernandez of the Central Florida HIDTA; Dr. Robert Meyer, 
of FDA; and Mr. Tom Raffanello, of the DEA. If you could come for- 
ward and remain standing. Will you raise your right hands. 

[Witnesses sworn.] 

Mr. Souder. Let the record show that each of the witnesses re- 
sponded in the affirmative. 

For those who are not familiar we have a 5-minute clock, so we 
have time for questioning. It will turn yellow after 4 minutes. We 
will be a little flexible with that, but to make sure we have time 
for questioning and get all our panels in, we ask you that all writ- 
ten statements will be submitted. Any additional material be sub- 
mitted. So if you want to summarize — however you want to do this 
is fine. Mr. Fernandez, you are recognized first. 

STATEMENTS OF WILLIAM T. FERNANDEZ, DIRECTOR OF CEN- 
TRAL FLORIDA HIGH INTENSITY DRUG TRAFFICKING AREA, 

OFFICE OF NATIONAL DRUG CONTROL POLICY; ROBERT J. 

MEYER, M.D., DIRECTOR, OFFICE OF DRUG EVALUATION II, 

CENTER FOR DRUG EVALUATION AND RESEARCH, U.S. FOOD 

AND DRUG ADMINISTRATION; AND TOM RAFFFANELLO, SPE- 
CIAL AGENT IN CHARGE, MIAMI DIVISION, DRUG ENFORCE- 
MENT ADMINISTRATION 

Mr. Fernandez. I would like thank the Chair and the committee 
for the ability to be here today, and I would like to thank you for 
your efforts in this effort — and in this field. 

The State of Florida has seen an alarming increase in the abuse 
of pharmaceutical drugs in recent years. Most specifically 
OxyContin, and others that contain its active ingredient, 
Oxycodone. The Controlled Substances Act has placed Oxycodone 
under Schedule II due to its highly addictive potential. 

OxyContin is a drug with two identities — an FDA approved 
schedule II drug developed for treatment of long term moderate to 
severe pain, and a substance that can be used by the heroin addict 
due to its similar euphoric effect. OxyContin also provides the her- 
oin user with the security of a predictable potency in a regulated 
dosage unit. There are instances of the OxyContin abuser switch- 
ing to heroin in some parts of the State. 

Abusing an OxyContin tablet is easily accomplished by chewing 
the tablet thereby voiding its controlled-release feature. The tablet 
can be crushed and snorted, or made soluble and injected. It is 
often mixed with other licit and illicit drugs which can prove very 
deadly. 
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In 2002, there were 589 drug deaths in the State of Florida in 
which Oxycodone was found in the system. Oxycodone was found 
in lethal amounts in 256 of these. During the first 6 months of 
2003, there were 292 deaths involving Oxycodone. It was found in 
fatal amounts in 136 persons, 48 of whom were central Florida 
residents. Of the 136 Oxycodone fatalities in the first half of 2003, 
67 percent were over the age of 35 and 16 percent were over the 
age of 50. 

Intelligence indicates doctor shopping, prescription fraud, and 
robbery, are the three most common means of obtaining 
OxyContin. 

The heroin problem in central Florida has certainly contributed 
to the abuse of OxyContin and other drugs containing Oxycodone. 
Further, the lack of availability or increase in price of one, moti- 
vates the abuser to seek the other. 

I cannot recall a substance so diversely abused, crossing all age 
groups, ethnicities and social statuses, with such a devastating ef- 
fect. We know the source of this drug, the retail price, the illicit 
price, the distribution routes, and very much about the end user 
and his supplier. 

I refer to the November 2003 article in the South Florida Sun- 
Sentinel which lists the top 12 OxyContin prescribers for Medicaid 
during the period 2000 to 2002. These 12 doctors wrote prescrip- 
tions totaling $15,645,745.00. This figure represents 1,689,605 80- 
milligram tablets of OxyContin or 9,540,000 10-milligram tablets. 
Should our efforts to bring this abuse under control not start here? 

The Florida Prescription Validation Program utilizing an elec- 
tronic data base containing prescription history and counterfeit- 
proof prescription forms will certainly assist in curbing doctor shop- 
ping and forged prescriptions. 

The validation program in cooperation with the Drug Enforce- 
ment Administration’s Office of Diversion Control and its registry 
of physicians prescribing controlled substances, should be a natural 
alliance. 

Thank you. 

Mr. Souder. Thank you, and I should have repeated that Mr. 
Fernandez is the director of the Central Florida High Intensity 
Drug Trafficking Area, Office of National Drug Control Policy, 
which coordinates State, local and Federal anti-drug efforts in cen- 
tral Florida. 

Now we are going to hear from Dr. Robert Meyer, Director of Of- 
fice of Drug Evaluation II, I should have said earlier, the Center 
for Drug Evaluation and Research, of the U.S. Food and Drug Ad- 
ministration, FDA. Thank you for coming. 

[The prepared statement of Mr. Fernandez follows:] 
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The state of Florida has seen an alarming increase in the abuse of pharmaceutical drugs in recent 
years. Most specifically OxyContin and others that contain its active ingredient Oxycodone. The 
Controlled Substances Act has placed Oxycodone under Schedule II due to its highly addictive 
potential. 

OxyContin is a drug with two identities. An FDA approved schedule II drug developed for treatment 
of long term moderate to severe pain, and a substance that can be used by the heroin addict due to its 
similar euphoric effect. OxyContin also provides the heroin user with the security of a predictable 
potency in a regulated dosage unit. There are instances of the OxyContin abuser switching to heroin in 
some parts of the state 

Abusing an OxyContin tablet is easily accomplished by chewing the tablet thereby voiding its 
controlled-release feature. The tablet can be crushed and snorted, or made soluble and injected. It is 
often mixed with other licit and illicit drugs which can prove very deadly. 

In 2002 there were 589 drug deaths in the state of Florida in which Oxycodone was found in the 
system. Oxycodone was found in lethal amounts in 256 of these. 

During the first six months of 2003 there were 292 deaths involving Oxycodone. It was found in fatal 
amounts in 1 36 persons 48 of whom were central Florida residents. 

Of the 1 36 Oxycodone fatalities in the first half of 2003 67% were over the age of 35 and 16% were 
over the age of 50. 

Intelligence indicates doctor shopping, prescription fraud, and robbery, are the three most common 
means of obtaining OxyContin. 

The heroin problem in central Florida has certainly contributed to the abuse of OxyContin and other 
drugs containing Oxycodone. Further, the lack of availability or increase in price of one, motivates the 
abuser to seek the other. 
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I cannot recall a substance so diversely abused, crossing all age groups, ethnicities, and social statuses, 
with such a devastating effect. We know the source of this drug, the retail price, the illicit price, the 
distribution routes, and very much about the end user and his supplier. 

I refer to the November 2003 article in the South Florida Sun-Sentinel which lists the top twelve (12) 
OxyContin prescribers for Medicaid during 2000 to 2002. These twelve doctors wrote prescriptions 
totaling $15,645,745.00. This figure represents 1,689,605 80 mg. tablets of OxyContin or 9,540,000 
10 mg. tablets. 

Should our efforts to bring this abuse under control not start here? 

The Florida Prescription Validation Program utilizing an electronic database containing prescription 
history and counterfeit-proof prescription forms will certainly assist in curbing doctor shopping and 
forged prescriptions. 

The validation program in cooperation with the Drug Enforcement Administrations Office of 
Diversion Control, and its registry of physicians prescribing controlled substances, should be a natural 
alliance. 
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Dr. Meyer. Thank you. Good morning Mr. Chairman and mem- 
bers of the subcommittee. I oversee the review division that has 
regulatory responsibility for the high dose of opiate analgesic prod- 
ucts. And I appreciate the opportunity to talk about FDA’s drug ap- 
proval process and our role in preventing prescription drug abuse. 

FDA is a public health agency that is strongly committed to pro- 
moting and protecting the public health by assuring that safe and 
effective drugs are available to the public. FDA is aware of and is 
concerned about reports of the growing problem with prescription 
drug abuse. We understand the seriousness of this issue and sym- 
pathize with the families and friends of individuals who tragically 
lost their lives or otherwise have been harmed, as a result of pre- 
scription drug abuse and misuse, including OxyContin. 

We also sympathize with the many pain patients who suffer 
needlessly due to under treatment or substandard treatment. In 
taking actions on these matters, FDA must strike a critical bal- 
ance. 

Let me turn for a moment to one of the issues upon which I was 
asked to speak, the FDA drug approval process. Under the Food, 
Drug, and Cosmetic Act, FDA is responsible for ensuring that all 
new drugs are safe and effective. Before any drug is approved for 
marketing in the United States, FDA must decide whether the 
studies and other information submitted by the drug’s sponsors 
have adequately demonstrated that the drug is safe and effective 
when used according to the drug’s labeling. When the benefits of 
a drug are found to outweigh the risk, and the labeling instructions 
allow for safe and effective use, FDA approves the drug for market- 
ing. 

There are instances where FDA may develop, in cooperation with 
the drug sponsor, a plan of intervention beyond just labeling to 
help assure the safe and effective use of a drug. This has recently 
been referred to as risk management plans [RMP], but the practice 
dates back many years. These interventions making up an RMP 
may be varied but all are aimed at assuring that some known or 
potential issue regarding the proper issue of the drug is addressed 
when the drug is used. 

During the approval process, FDA assesses a drug product’s po- 
tential for abuse. If a potential for abuse is found to exist, the prod- 
uct’s sponsor is required to provide FDA with all data pertinent to 
the abuse of the drug, a proposal for scheduling the drug under the 
Controlled Substances Act and data on overdoses. Under the Con- 
trolled Substances Act, FDA must notify DEA if a new drug appli- 
cation is submitted for any drug that is assumed to have abuse po- 
tential, and that includes depressants, hallucinogenics, or stimu- 
lants. 

Finally, it is important to state that FDA’s job is not over when 
the drug is approved. The FDA conducts post-marketing surveil- 
lance that monitors drugs post-approval for their safety, allowing 
for reassessments of drug risk based on new data learned after 
marketing. When needed, we then recommend ways to most appro- 
priately manage these newly identified risks. In part prompted by 
our experience with OxyContin post-marketing, FDA has under- 
taken a number of actions to help prevent prescription drug abuse. 
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First amongst these is FDA’s actions and planned actions with 
the regard to drug labeling of the high dose opiates, particularly 
the extended release products. Labeling not only serves as an im- 
portant means of informing prescribers and patients about the 
proper use of a drug, but also importantly defines the bounds of 
marketing and advertising for that drug. Labeling to these opiate 
products should emphasize that drug treatment for pain should be 
initiated at a lever appropriate to the pain and condition of the pa- 
tient. 

Additionally, labeling should help prescribers properly assess po- 
tential patients for the likelihood of abuse. In particular, patients 
with a personal history of substance abuse or a strong family his- 
tory of abuse should be considered as being at higher risk for drug 
abuse. It should be noted that when significant changes are made 
to a drug’s labeling, FDA encourages the drug sponsors to notify 
health care professionals, and to educate them about the serious 
risks. And FDA helps in the dessimination of this information via 
its Med Watch program and its Web page, amongst other means. 

A second important means by which FDA addresses issues of 
drug abuse is through the regulation of prescription drug market- 
ing. 

A third way that FDA can use to address these problems is 
through the development of risk management plans as I mentioned 
earlier. 

A fourth means that FDA uses to meet this challenge is by work- 
ing with other involved entities, such as government agencies, in- 
dustry and professional groups. We work with them to share infor- 
mation and insights needed to address this broad problem. For in- 
stance, FDA and DEA meet regularly to discuss ways to prevent 
prescription drug abuse and diversion, and we are working on the 
following areas with DEA: physician education, State prescription 
drug monitoring programs, a joint task force participation focused 
on illegal sale of controlled substances, and the assessment of new 
products with abuse potential. 

In conclusion, FDA recognizes the serious problem of prescription 
drug abuse. The agency has taken many steps to address this seri- 
ous problem and will continue to act to curb abuse, misuse, and di- 
version. Since this problem is broad in its scope and implications, 
we are committed to working with our partners. We share the sub- 
committee’s interest and concerns regarding prescription drug 
abuse and would be happy to answer any questions. 

Thank you. 

Mr. Souder. Thank you. We will now hear from Mr. Tom 
Raffanello, Special Agent in Charge, Miami Division, Drug Enforce- 
ment Administration. Thank you for coming today. 

[The prepared statement of Dr. Meyer follows:] 
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INTRODUCTION 


Mr. Chairman and Members of the Subcommittee, I am Robert J. Meyer, M.D., Director of the 
Office of New Drug Evaluation II, Center for Drug Evaluation and Research (CDER), U.S. Food 
and Drug Administration (FDA or the Agency). I oversee CDER’s Division of Anesthetic, 
Critical Care and Addiction Drug Products. I appreciate the opportunity to talk about FDA’s 
drug approval process and role in preventing prescription drug abuse. 

Recognized worldwide as the regulatory gold standard for food and drug safety and 
effectiveness, the mission of FDA is to protect and advance the public health. FDA is strongly 
committed to promoting and protecting the public health by assuring that safe and effective 
products reach the market in a timely way and monitoring products for continued safety after 
they are in use. 

FDA is aware of and is concerned about reports of prescription drug abuse, misuse, and 
diversion. We understand the seriousness of this issue and sympathize with the families and 
friends of individuals who have lost their lives as a result of prescription drug abuse and misuse. 
The Agency has taken many steps to prevent abuse and misuse of prescription drugs, while 
making sure they are available for patients who need them. 


1 
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BACKGROUND 

The Need for Effective Pain Relief 

Millions of Americans suffer from chronic pain. The medical and lay literature has documented 
inadequacies of the treatment of pain, both from cancer and from non-malignant causes. A 
consensus statement from the National Cancer Institute Workshop on Cancer Pain indicated that 
the “under-treatment of pain and other symptoms of cancer is a serious and neglected public 
health problem.” 1 A report by the Agency for Healthcare Research and Quality concluded that, 
“half of all patients given conventional therapy for their pain. . .do not get adequate relief.” 2 The 
Joint Commission on Accreditation of Healthcare Organizations regards the evaluation of pain in 
hospitalized patients as a routine requirement of proper management, akin to assessing 
temperature, pulse or blood pressure, stating that, “Unrelieved pain has enormous physiological 
and psychological effects on patients. The Joint Commission believes the effective management 
of pain is a crucial component of good care. . . .Research clearly shows that unrelieved pain can 
slow recovery, create burdens for patients and their families, and increase costs to the health care 
system.” 3 

Pain of moderate to severe intensity impacts many aspects of patients’ lives, including 
enjoyment, work, mood, activity level, and ability to sleep or even walk. While a variety of 
drugs are available for the treatment of moderate to severe pain, opiates are an effective class of 

1 National Cancer Institute, 1990. 

2 Acute Pain Management: Operative or Medical Procedures and Trauma. Clinical Practice Guideline. Panel Co- 
chairs: Daniel B. Carr, M.D., Massachusetts General Hospital’s Division of Pain Management, and Ada Jacox, 
Ph.D., R.N., Johns Hopkins University School of Nursing. Guideline Release Date: March 5, 1992. 

3 Joint Commission Focuses on Pain Management, Press Release, Joint Commission on Accreditation of Healthcare 
Organizations, August 3, 1999. 
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medications that is recommended by numerous guidelines and statements for the treatment of 
pain. For many patients, adequate pain relief will only occur through the proper, informed use 
of opiates as a part of their treatment. 

FDA must assure that patients who require narcotics for pain control maintain full, appropriate 
access to them through informed providers, while limiting misuse, abuse and diversion of these 
products. FDA takes its responsibility in meeting this challenge very seriously. Given the 
broad scope of factors at issue, it is essential that FDA work in concert with other government 
agencies, professional societies, patient advocacy groups, industry, and others to share 
information to take steps to prevent abuse and misuse while ensuring that these products are 
available for patients who need them. 

The Problem of Prescription Drug Abuse 

FDA is concerned about the rising abuse of prescription drugs. Abuse of opioid analgesics 
(substances with an addiction potential similar to that of morphine), in particular, has risen 
steadily over the past five years. By contrast, rates of abuse of illicit drugs have been relatively 
stable over the same time period. 

The Substance Abuse and Mental Health Services Administration (SAMHSA) conducts the 
National Survey on Drug Use and Health annually on a random sample of U.S. households to 
determine the prevalence of non-medical use of illicit and prescription drugs. In 2002, an 
estimated 6.2 million persons in the U.S. over the age of 12 reported having used one or more 
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psychotherapeutic drugs (stimulants, sedatives, tranquilizers, and analgesics available through 
prescription) for non-medical purposes at some time in their lives. This represents 2.6 percent 
of the population aged 12 or older. Stimulants, analgesics, and tranquilizers were the most 
widely used drugs that fit this category. This is a significant annual increase from 2001 when 
3.5 million persons reported non-medical prescription drug use, and from 2000 with an estimate 
of 1 .6 million users. 

The consequences of this dramatic rise of prescription drug abuse are great. SAMHSA’s Drug 
Abuse Warning Network (DAWN) surveys a national sample of emergency departments. 

DAWN captures drug-related visits to emergency departments (ED) contacts for non-medical 
use of substances for psychic effects, dependence, or suicide attempt. ED contacts increased 
from 69,01 1 in 1999 to 1 19,185 in 2002 for narcotic analgesics, both single and combination 
products. A subset of these data assessing oxycodone (single and combination products) show 
that ED contacts increased from 6,429 in 1999 to 22,397 in 2002. Sustained release oxycodone 
(OxyContin is the sole approved sustained release oxycodone product) contributed to most of the 
observed increase, with ED mentions increasing from 1,178 in 1999 to 14,087 in 2002. 


FDA DRUG APPROVAL PROCESS 


Under the Federal Food, Drug, and Cosmetic (FD&C) Act, FDA is responsible for ensuring that 
all new drugs are safe and effective. Before any drug is approved for marketing in the U.S., 
FDA must decide whether the studies submitted by the drug’s sponsor (usually the manufacturer) 
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have adequately demonstrated that the drug is safe and effective under the conditions of use in 
the drug’s labeling. It is important to realize, however, that there is always some risk of 
potential adverse reactions when using prescription drugs. FDA’s approval decisions, therefore, 
always involve an assessment of the benefits and the risks for a particular product. When the 
benefits of a drug are thought to outweigh the risks, and if the labeling instructions allow for safe 
and effective use, FDA considers a drug safe for approval and marketing. 

During the approval process, FDA assesses a drug product’s potential for abuse and misuse. 
Abuse liability assessments are based on a composite profile of the drug’s chemistry, 
pharmacology, clinical manifestations, similarity to other drugs in a class, and the potential for 
public health risks following introduction of the drug to the general population. If a potential for 
abuse exists, the product’s sponsor is required to provide FDA with all data pertinent to abuse of 
the drug, a proposal for scheduling under the Controlled Substances Act (CSA), Title 21, United 
States Code (U.S.C.) §801 et seq., and data on overdoses. 

The CSA requires the Secretary of Health and Human Services (HHS) to notify the Attorney 
General through the Drug Enforcement Administration (DEA) if a “new-drug application is 
submitted for any drug having a stimulant, depressant, or hallucinogenic effect on the central 
nervous system,” because it would then appear that the drug had abuse potential (21 U.S.C. 

§811 (f))- HHS has delegated this function to FDA. The Agency assesses preclinical, clinical, 
and epidemiological data to determine whether a drug under review requires abuse liability 
studies, scheduling under the CSA, or a risk management program (RMP) designed to reduce 
abuse, overdose, or diversion. 
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FDA’s job is not over after a drug is approved. The goal of FDA’s post-marketing surveillance 
is to continue to monitor marketed drugs for safety. This is accomplished by reassessing drug 
risks based on new data obtained after the drug is marketed and recommending ways of trying to 
most appropriately manage that risk. 

OxyContin (oxycodone HCI) 

OxyContin is a narcotic drug that was approved by FDA for the treatment of moderate to severe 
pain on December 12 , 1995 . OxyContin contains oxycodone HCI (hydrochloride), an opioid 
agonist with an addiction potential similar to that of morphine. Opioid agonists are substances 
that act by attaching to specific proteins called opioid receptors, which are found in the brain, 
spinal cord, and gastrointestinal tract. When these drugs attach to certain opioid receptors in the 
brain and spinal cord they can effectively block the transmission of pain messages to the brain. 
OxyContin is formulated to release oxycodone HCI in a slow and steady manner following oral 
ingestion. OxyContin is the only currently marketed FDA approved controlled-release 
formulation of oxycodone. The drug substance oxycodone, however, has been marketed in the 
U S. for many decades and is available in a wide variety of immediate release and combination 
dosage forms. 

At the time of approval, the abuse potential for OxyContin was considered by FDA to be no 
greater than for other Schedule II opioid analgesics that were already marketed in the U.S. 
Schedule II provides the maximum amount of control possible under the CSA for approved drug 
products. Based on the information available to FDA at the time of its approval, including the 
record of other modified release Schedule II opioids, the widespread abuse and misuse of 
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OxyContin that has been reported over the past few years was not predicted. In fact, at the time 
of its approval, FDA believed that the controlled-release characteristics of the OxyContin 
formulation would result in less abuse potential since, when taken properly, the drug would be 
absorbed slowly and there would not be an immediate “rush” or high that would promote abuse. 
In part, FDA based its judgment of the abuse potential for OxyContin on the prior marketing 
history of a similar product, MS-Contin, a controlled-release formulation of morphine that had 
been marketed in the U.S. by Purdue Pharma without significant reports of abuse and misuse for 
many years. At the time of OxyContin’s approval, FDA was aware that crushing the controlled- 
release tablet followed by intravenous injection of the tablet’s contents could result in a lethal 
overdose. A warning against such practice was included in the approved labeling. FDA did not 
anticipate, however, nor did anyone suggest, that crushing the controlled-release capsule 
followed by intravenous injection or snorting would become widespread and lead to a high level 
of abuse. 

In response to reports of abuse and misuse of OxyContin, FDA worked with Purdue Pharma to 
develop a RMP. The program included strengthening OxyContin’s warning label, educating 
healthcare professionals and Purdue Pharma’s sales staff, and developing a tracking system to 
identify and monitor abuse. In July 2001 , Purdue Pharma, working in cooperation with FDA, 
significantly strengthened the warning and precaution sections in the labeling for OxyContin. 

The labeling now includes a “black box” warning, the strongest warning for an FDA approved 
product, which warns patients and physicians of the potentially lethal consequences of crushing 
the controlled-release tablets and injecting or snorting the contents. The indication for use was 
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clarified to reflect that it is approved for the treatment of moderate to severe pain in patients who 
require around the clock narcotics for an extended period of time. 


FDA ACTIONS TO PREVENT PRESCRIPTION DRUG ABUSE 
Labeling changes 

FDA is responsible for ensuring that drug products are safe and effective for use as directed in 
the labeling. Part of the labeling for all drugs is the recommended prescribing information 
derived from the clinical trial data and approved by the scientists who review the products at the 
Agency. This prescribing information is essential for physicians who will be recommending 
products to their patients. Labeling can serve as a useful education tool for both physicians and 
patients. It also importantly serves to define the content of advertising and promotional 
materials about a drug. Establishing effective, consistent labeling of potent and long-acting 
opiate products will help assure that their marketing will be appropriate. 

Most approved controlled-release, high-strength opiates contain a “black box” warning. 
Generally, when a serious risk is identified FDA works with the drug’s sponsor to identify 
methods to manage that risk. The black box warning is one of these methods. FDA works with 
the sponsor on the specific language to be included in the warning. Boxed warnings are used in 
labeling to convey serious risks associated with the use of a drug product. The promotional 
materials of drug products with boxed warnings must present these serious risks in a prominent 
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Labeling is helping prescribes properly identify patients for whom these products are 
appropriate. For the extended release products that contain high concentrations of an opioid 
drug, appropriate patients would have moderate to severe pain (i.e., pain that impacts on a 
person’s ability to function) that requires continuous, around-the-clock therapy for adequate 
control over an extended period of time. While this description clearly would apply to many 
patients with cancer pain, it also properly includes many patients with chronic, non-cancer pain, 
such as those with severe osteoarthritis or many patients with neuropathic pain. Long-acting, 
controlled-release products are not suitable for patients who only need intermittent analgesia, nor 
patients for whom only a few days of therapy is thought to be needed (e.g., for wisdom tooth 
extraction). Such patients can be satisfactorily treated with immediate release opiates, if opiates 
are even needed. While current labeling for some drugs already stresses this indication (e.g., 
OxyContin), FDA will work to ensure consistent labeling across agents and that this message is 
clear and prominent. 

Labeling should emphasize that drug treatment for pain should be initiated at a level appropriate 
to the pain and condition of the patient. Non-steroidal anti-inflammatory drugs are appropriate 
therapies for patients with lesser degrees of pain and even in more moderate pain, may be a 
reasonable first-line therapy. If opiates are needed for acute pain, initially or due to inadequate 
response to non-opiate analgesics, short-acting opiate formulations should be administered. The 
higher dosage forms (concentrations) of the extended release opiates are only safe and should 
only be used in patients already undergoing long-term treatment with high dose opiates and who 
are opiate-tolerant. FDA will work to assure the rational evaluation of pain and analgesia is 
more clearly delineated and stressed in the labeling of these products. 
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Finally, labeling should help prescribes properly assess potential patients for the likelihood of 
abuse. In particular, patients with a personal history of substance abuse or a strong family 
history of substance abuse should be considered as being at higher risk of abuse. While use of 
opiates may still be appropriate in such patients when they have conditions requiring effective 
pain control, these patients deserve even more careful assessment in follow-up for signs of abuse. 

Monitor Drug Advertising and Promotion 

FDA has regulated the advertising of prescription drugs since 1962, under the FD&C Act and its 
implementing regulations. The Division of Drug Marketing, Advertising, and Communications 
(DDMAC), in CDER, is responsible for regulating prescription drug advertising and promotion. 
DDMAC’s mission is to protect the public health by ensuring that prescription drug information 
is truthful, balanced, and accurately communicated. This is accomplished through a 
comprehensive surveillance, enforcement, and education program, and by fostering optimal 
communication of labeling and promotional information to health care professionals and 
consumers. FDA regulates prescription drug advertisements and other promotional materials 
(called “promotional labeling”) disseminated by or on behalf of the advertised product’s 
manufacturer, packer, or distributor to health care professionals and consumers. 


FDA continues to monitor promotional materials for controlled substances, particularly for 
sustained release products, to ensure that false and potentially misleading claims are not 
tolerated. To date, advertising and marketing for these products has been directed only to health 
care professionals, although direct-to-consumer marketing is not prohibited by the FD&C Act. 
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FDA will continue to encourage sponsors, as part of their RMPs, to voluntarily refrain from 
advertising directly to consumers as a means to avoid excessive or unnecessary use. Also, FDA 
regulations require that all product promotional materials prominently feature any information in 
“black box” warnings of a label. For example, the current approved product labeling for 
OxyContin contains a “black box” to convey serious risks associated with the use of the product. 
FDA has taken action against sponsors who violate this requirement or otherwise promote their 
product in a manner that could be considered false or misleading. Purdue Pharma, the sponsor 
of OxyContin, was cited in May 2000 and January 2003 for advertisements that promoted 
OxyContin in a manner that was false or misleading. In response, Purdue Pharma agreed to 
correct the advertisements. We will continue to monitor promotional materials for these 
products and use our regulatory authority to its fullest extent to ensure that healthcare providers 
and patients have good medicines available, but are not subjected to false or misleading claims. 

Strong Risk Management Programs (RMPs) 

FDA’s September 2003 Anesthetic and Life Support Drugs Advisory Committee and a recent 
General Accounting Office report 4 recommended that the Agency encourage pharmaceutical 
manufacturers with new drug applications to submit plans for a RMP that contain a strategy for 
addressing abuse and diversion. The Agency agrees with these recommendations and believes 
that it is highly desirable for all extended release or high concentration Schedule II opiate drug 
products to have RMPs in place at the time of approval. FDA defines a RMP as a strategic 
safety program designed to decrease product risk by using one or more interventions or tools 

4 GAO Report (GAO-01-1 10) to Congressional Requesters entitled, "Prescription Drugs - OxyContin Abuse and 
Diversion and Efforts to Address the Problem. ” 
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beyond the package insert. RMPs across individual products would likely vary, depending on 
the approved indications and product-specific considerations, including the product’s safety 
profiles. However, each RMP would appropriately address such elements as: identification of 
appropriate patients; assuring the safe and informed use of the product by both practitioners and 
patients; and monitoring for adverse outcomes, including misuse, overdose, abuse, and diversion. 
Manufacturers have access to tools that help them effectively monitor for adverse outcomes 
including: access to drug utilization, distribution, and prescribing data; reports from physicians 
(manufacturers are required to provide safety reports to FDA); and access to various databases. 
The development of such programs would provide an added measure of safety in the drug 
approval process. FDA plans to provide more specific guidance to the pharmaceutical industry 
on the development, implementation, and evaluation of RMPs this year. 

Letters to Health Care Professionals 

When significant changes are made to a drug’s labeling, FDA encourages the drug’s sponsor to 
notify health care professionals. For example, after reports of OxyContin abuse and diversion, 
resulting in serious consequences including death were received, Purdue Pharma warned health 
care providers in the form of a “Dear Healthcare Professional” letter (issued July 18, 2001). The 
letter was issued to educate health care providers about these serious risks. The “Dear 
Healthcare Professional” letter was distributed widely to physicians, pharmacists, and other 
health professionals. The letter explained recent changes to the labeling, including additional 
prescribing information, and highlighted the problems associated with the abuse and diversion of 
OxyContin. 
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Patient Information Page on FDA Web Site 

An important component of FDA’s strategic plan is to enable consumers to make smarter 
decisions by getting them better information to weigh the benefits and risks of FDA-regulated 
products. FDA’s website (www.fda.gov) includes information for patients on drug safety and 
side effects, public health alerts, and general information about major drugs. These web pages 
provide important information to patients regarding how to safely use their drug products. In an 
effort to educate health care providers and consumers about the risks associated with OxyContin, 
FDA has created an OxyContin Drug Information web page ( www.fda.gov/cder/drug/ 
infopage/oxycontin /default, him). This page contains valuable information for consumers 
including the current approved labeling, approval letter, frequently asked questions, and articles 
on prescription drug abuse. 

Advisory Committee Meetings 

FDA routinely convenes panels of non-Agency experts to seek outside advice. Outside experts 
add a wide spectrum of judgment, outlook, and state-of-the-art experience to drug issues 
confronting FDA. These expert advisers add to FDA’s understanding, so that final Agency 
decisions will more likely reflect a balanced evaluation. Committee recommendations are not 
binding on FDA, but the Agency considers them carefully when deciding drug issues. 
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FDA’s Anesthetic and Life Support Drugs Advisory Committee has met twice within the last 
two years 5 to discuss the medical use of opioid analgesics, appropriate drug development plans 
to support approval of opioid analgesics, and strategies to communicate and manage the risks 
associated with opioid analgesics, particularly the risks of abuse of these drugs. 

Committee members agreed that opioids are essential for relieving pain. Members suggested 
that a balanced approach should be taken to relieve pain for patients and to prevent diversion. 
They noted that imposing restrictions on use of opioids could have substantial likelihood of 
hurting legitimate patients and reversing the tremendous progress that has been achieved in the 
appropriate treatment of pain. 

Collaboration with Other Government Agencies, Professional Groups, and Industry 

FDA has met and continues to meet with DEA, SAMHSA, the National Institute on Drug Abuse 
(NIDA), the Office of National Drug Control Policy (ONDCP), the Centers for Disease Control 
and Prevention, the American Medical Association (AMA), and industry to share information 
and insights needed to address the problem of prescription drug abuse. 

FDA and DEA meet regularly to discuss new ways to prevent prescription drug abuse and 
diversion. A description of joint investigative efforts is discussed later in the enforcement 


5 Meeting of FDA’s Anesthetic and Life Support Drugs Advisory Committee, September 9-10, 2003, Bethesda, 
Maryland. Transcript located at: http://www.fda.gov/ohrtns/dockels/ac/cderOS.htmlUAnestheticLifeSupporf, 
Meeting of FDA’s Anesthetic and Life Support Drugs Advisory Committee, January 30-31, 2002, Gaithersburg, 
Maryland. Transcript located at. http://wwwfda.gov/ohrms/dockets/ac/cder02.htmUAnestheticandLifeSupport. 
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section of this testimony. In addition to assisting one another with criminal investigations, both 
agencies are currently working together on the following initiatives: 

• Physician Education - In order to prescribe controlled substances, including opiate 
analgesics, physicians must maintain a registration with the DEA, which is renewed on a 
periodic basis. Currently, there is no requirement for demonstration or attestation of 
knowledge or training in order to maintain DEA registration. FDA supports linking 
renewal of DEA registration to up-to-date training and education in the appropriate 
prescribing of opiate analgesics in some appropriate manner. 

• State Prescription Drug Monitoring Programs - States that have monitoring programs 
have shown lower levels of abuse and misuse of scheduled drugs compared to states that 
do not have such programs. These programs facilitate the collection, analysis, and 
reporting of information on the prescribing, dispensing, and use of controlled prescription 
drugs. Approximately 1 8 states have some kind of monitoring program in effect. While 
they vary in resources, methods, and data access by health care professionals, the 
programs share the objective of preventing and reducing inappropriate prescribing and 
dispensing, drug diversion, and drug abuse. FDA strongly supports state-based 
prescription drug monitoring programs. 

• Task Force Participation ~ FDA Office of Criminal Investigations (OCI) agents 
frequently participate in and/or assist many DEA led Federal-state task forces throughout 
the country focusing on the illegal sale of controlled prescription drugs. Examples of 
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some of the working groups both agencies are members of are: Cross Border Pharmacy 
Working Group, Permanent Forum on International Pharmaceutical Crime, Interagency 
Committee on Drug Control, Federal Trade Commission/FDA Health Fraud Working 
Group, and a working group composed of representatives from HHS (including FDA, 
NIDA, SAMHSA, National Institutes of Health), DEA, ONDCP and other agencies to 
address issues of drug abuse and control under the CSA. 

• Assessment of New Products With Abuse Potential - FDA provides DEA with a scientific 
assessment of a new drug product’s potential for abuse and misuse. In addition, DEA 
often participates in FDA public meetings to provide advice and recommendations to the 
Agency on FDA’s regulatory issues involving scheduled drugs. 

In January 2003, FDA and SAMHSA launched a joint prescription drug abuse prevention 
education effort, with the primary goal of preventing and reducing the abuse of prescription 
drugs, especially narcotic opiate pain relievers by teens and young adults. This campaign 
includes brochures and posters, as well as print and television educational advertising 
highlighting the risks of prescription opiate analgesic abuse. In particular, the campaign 
highlights the potentially lethal risks of abuse of sustained release opioid analgesics such as 
OxyContin. 

FDA is working with professional societies, including the AMA, to help develop educational 
programs for physicians regarding sound use of potent opiate analgesics. This includes 
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education about the risks of overdose, misuse, abuse, and diversion of scheduled substances as 
well as ways to manage these risks while ensuring proper treatment of patients with pain. 

Enforcement 

FDA’s enforcement efforts to address the problem of diversion and illegal sales of controlled 
substances, particularly opiates like long-acting oxycodone, have grown in recent years. DEA is 
the lead Federal agency responsible for regulating controlled substances and enforcing the CSA. 
However, the complexity of the cases and the solutions to the problems of misuse, overdose, and 
diversion of prescription drugs, especially of high concentration opioid analgesic drugs, requires 
the collaboration of DEA and FDA as well as state and non-govemmenlal entities. 

FDA’s OCI is working closely with DEA on criminal investigations involving the illegal sale, 
use, and diversion of controlled substances, including illegal sales over the Internet. Both FDA 
and DEA have utilized the full range of regulatory, administrative, and criminal investigative 
tools available, as well as engaged in extensive cooperative efforts with local law enforcement 
groups, to pursue cases involving controlled substances. For example, in August 2003, as a 
result of an extensive, cooperative law enforcement effort that involved DEA and FDA, as well 
as local and state police in Indiana, the U.S. Attorney’s Office announced a 24-count indictment 
against four individuals who allegedly conspired to dispense prescription drugs, including 
controlled substances, outside the scope of a legitimate professional practice and absent 
legitimate medical purposes. Another case conducted by FDA, DEA, the Internal Revenue 
Service, and the U.S. Attorney’s Office resulted in a guilty plea by a medical doctor for the role 
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he played in prescribing prescription drugs via a web-based pharmacy without establishing a 
patient history or performing a mental/physical exam of patients. The cases cited are just two 
examples of enforcement actions, which have been taken. FDA, DEA, FBI, and Main Justice 
have worked together to pursue other significant Internet pharmacy cases involving prescription 
drugs, and these enforcement efforts will continue. 

A subset of the criminal cases investigated by FDA has involved the drug OxyContin. Since 
1998, OCI has opened 46 criminal investigations relating to OxyContin. Twenty-four of these 
cases have successfully been adjudicated, resulting in a variety of criminal penalties. FDA 
looks forward to continuing our collaboration with DEA to address mutual concerns regarding 
the abuse, misuse and illegal diversion of OxyContin and other controlled substances; and our 
efforts to hold those individuals involved in such activities criminally responsible. This 
relationship will continue to be important as the Federal government addresses the increasing 
number of websites that offer controlled substances. 

CONCLUSION 

FDA recognizes the serious problem of prescription drug abuse. The Agency will continue to 
take steps to curb abuse, misuse, and diversion of prescription drugs. Since this is a problem 
that is broad in its reach and implications, we are committed to collaborating with our partners - 
Federal, state and Local officials, professional societies, and industry to prevent abuse and help 
ensure that these important drugs remain available to appropriate patients. 
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We share the Subcommittee’s interest and concerns regarding prescription drug abuse and would 
be happy to answer any questions. 
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Mr. Raffanello. I am here before you today to discuss the chal- 
lenge of prescription drug abuse, and the efforts of the DEA to com- 
bat it. My name is Tom Raffanello, I am the Special Agent in 
Charge of DEA’s Miami Field Division, which is the entire State of 
Florida. 

I would like to thank this subcommittee on behalf of Adminis- 
trator Tandy for your unwavering support of the men and women 
of the Drug Enforcement Administration and its mission. 

Opiates in pill form have historically been among the most 
abused prescription drug, especially hydrocodone, hydromorphone 
and oxycodone. Diverted from legitimate channels these drugs can 
substitute for illegal narcotics and are frequently trafficked on the 
street by individuals or structured organizations. As far back as 
the 1970’s, hydromorphone based Dilaudid was known on the street 
as drugstore heroin. Prescription drug abuse has recently escalated 
to a new level of concern with the development of opiate-based pain 
killers designed for controlled or sustained release. These products 
pose special challenges to law enforcement. It is easy to see why 
when you consider OxyContin contains 2 to 16 times the dosage of 
oxycodone as its well known predecessor Precodan. 

OxyContin is also the most widely known example of an abused 
prescription drug, and its diversion has increased dramatically 
since its introduction into the market. OxyContin is a valuable and 
efficient pain management drug when properly prescribed and 
used. At the same time, however, its popularity for abuse sky-rock- 
eted when word made its way to the street that manipulating this 
powerful drug can bring heroin-like effects. DEA has never wit- 
nessed such a rapid increase in the abuse and diversion of a phar- 
maceutical drug product. 

The popularity of OxyContin and other drugs of abuse have also 
inspired a wide range of diversion methods, some new and some 
old. Practitioners and pharmacists illegally or indiscriminately pre- 
scribe or dispense OxyContin for profit. Addicts and dealers steal 
drugs through pharmacy thefts and in-transit highjacking. Forged 
or fraudulent prescriptions are common occurrences as are patients 
who claim false medical needs. Doctor shopping abusers travel from 
doctor to doctor to find an easy mark who will readily write pre- 
scriptions or who can be duped. 

Foreign diversion and smuggling of contraband drugs into the 
United States continues to be a problem. Perhaps the greatest con- 
cern, the Internet, has become a virtual wild west bazaar for spam 
e-mails and Web site advertisement that sell controlled substances 
with little or no oversight that the drugs are sold for legitimate 
medical reasons. 

At times, multiple methods of diversions occur simultaneously. In 
Sarasota, FL, a physician recently was arrested for writing pre- 
scriptions for controlled substances to known drug dealers and 
abusers including Dilaudid and OxyContin. The doctor saw as 
many as 80 patients daily, charged $250 for an initial office visit 
and $150 for followup appointments. During the search of the phy- 
sician’s office, DEA and local law enforcement seized approximately 
25,000 dosages of controlled substances including large quantities 
of oxycodone, methodone, and hydrocodone. 
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In response to growing concern among Federal, State, and local 
officials about the dramatic increase in the illicit availability and 
abuse of OxyContin, the DEA initiated an OxyContin action plan 
in May 2001 as a comprehensive effort to prevent diversion and 
abuse of the drug. This is the first time the DEA has taken such 
a comprehensive approach to a particular brand name prescription 
drug. The initiative is not intended to impact the availability of 
OxyContin for legitimate medical use. 

The plan has four main goals: First, to enhance the coordination 
of enforcement and intelligence programs with other Federal, 
State, and local agencies to target individuals and organizations in- 
volved in the illegal sale and abuse of OxyContin. 

Second, to use the full range of regulatory and administrative au- 
thorities to make it more difficult for abusers to obtain OxyContin. 
The DEA does this by closely monitoring the quota of oxycodone 
available to manufacturers, continue to work with the FDA to re- 
duce the abuse of reformulated OxyContin by injection, and to con- 
tinue our efforts to improve physician education on treatment of 
pain and recognition of addiction. 

Third, increase the cooperative efforts with the pharmaceutical 
industry. 

Fourth, advanced national outreach to educate the public, the 
health care industry, the schools, and the State, and local govern- 
ments on the dangers related to abuse and diversion of OxyContin. 

DEA is also, working with States on prescription monitoring pro- 
grams, to prevent diversion at the State level. PMPs capture infor- 
mation regarding prescriptions electronically at the point of sale, 
usually the pharmacy. The information is transmitted to a State 
agency to identify the doctor shoppers, and/or other evidence of di- 
version. Sixteen States have activated PMPs and another five 
States have partial or pending programs. The General Accounting 
Office concluded in a 2002 study that PMPs have aided investiga- 
tors and helped to reduce doctor shopping. 

For the past 2 years, Congress has appropriated funds for States 
to initiate and expand PMPs. Florida has applied for an enhance 
grant of $350,000 to augment an initial grant beginning in January 
2005. 

Mr. SOUDER. Mr. Raffanello, if you could kind of summarize. 

Mr. Raffanello. Surely. 

The DEA is committed to protecting the American public’s health 
and safety from the serious consequences of abuse of legal pain re- 
lief for life destroying illegal purposes. 

Initiatives like the OxyContin action plan, PMPs and additional 
diversion investigators to be able to work on the Internet abuse 
that we have will help the enforcement effort that we feel is the 
key into slowing down and doing with the problem. 

I thank you very much, and I will answer any questions that you 
gentlemen have. 

[The prepared statement of Mr. Raffanello follows:] 



37 


Statement of 
Thomas W. Raffanello 
Special Agent In Charge, Miami Division 
U.S. Drug Enforcement Administration 

Before the 

U.S. House of Representatives 
Committee on Government Reform 
Subcommittee on Criminal Justice, Drug Policy 
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"To Do No Harm: Strategies For Preventing Prescription Drug Abuse " 

Executive Summary 


The rapid rise and widespread abuse of new generation high potency prescription 
drugs like OxyContin® presents new strategic challenges in controlling the longstanding 
problem of prescription abuse. In addition to traditional methods of diversion such as 
forged and fraudulent prescriptions, pharmacy theft, and doctor shopping, new 
technology has facilitated increased diversion of drugs through "rogue" Internet 
pharmacies. In response, DEA is creating a sophisticated infrastructure that will use an 
encryption system known as Public Key Infrastructure (PKI) to protect against fraudulent 
prescriptions as well as an advanced system that will search the online public domain for 
illicit drug activity. In addition, the 2001 DEA OxyContin® Action Plan has spurred a 
flurry of joint enforcement operations with state and local agencies to combat traditional 
methods of diversion. We also continue to work with state officials on Prescription 
Monitoring Programs (PMP) to prevent diversion at the point of sale and participate in 
numerous Joint Task Forces nationwide to combat the abuse of pharmaceutical 
controlled substances and health care fraud. Our approach to illicit diversion of 
prescription drugs is reasonable and ensures adequate supplies of pain medications are 
available for those with legitimate needs while protecting the public from the 
consequences of abuse. 

Chairman Souder and distinguished members of the Subcommittee, it is a 
pleasure to appear before you today to discuss the challenge of prescription drug abuse 
and the efforts of the Drug Enforcement Administration to combat it. My name is 
Thomas Raffanello, and I am the Special Agent In Charge of the Miami Division. Mr. 
Chairman, on behalf of Administrator Karen P. Tandy, 1 would like to thank this 
subcommittee for its unwavering support of the men and women of the DEA and its 
mission. 
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Introduction 


DEA has primary authority to prevent and prohibit the diversion and improper use 
of controlled substances under the Controlled Substances Act (CSA), as well as the duty 
to ensure their availability for legitimate medical and scientific needs. While the 
problem of prescription drug abuse unfortunately is not a new one, its urgency has been 
heightened by a new generation of high dose, extended release, opioid pain medications. 
Along with greatly increased effectiveness to treat pain, these drugs also offer equally 
increased risk of abuse and diversion that force a delicate balance for medical and health 
professionals and law enforcement personnel. OxyContin®, Duragesic® and Actiq® are 
examples of this type of licit drug. The potency, purity and quantity of their active 
ingredients are stronger and more dangerous than ever before, tempting addiction by 
legitimate patients and offering a high potential for deliberate abuse by those seeking 
narcotic drugs. In addition, these powerful drugs provide strong incentives for diversion 
by both new means such as “rogue” Internet pharmacies and older challenges such as 
improper prescriptions written for profit. The DEA is committed to aggressively address 
and counter the risks posed solely by this new generation of prescription drugs and their 
abuse. 


Personifying a Different Type of Drug Abuser 

Prescription drugs can be an easy and insidious form of abuse for a variety of 
reasons. Abusers know that prescription drugs are not adulterated and have standardized, 
precise dosages. Abusers believe that “If my doctor can prescribe it for me, it can’t be 
bad.” Many think that if the user does not inject the drug, he or she is not truly a drug 
abuser. Controlled substances obtained via prescriptions are frequently covered by health 
insurance or Medicaid. Finally, prescription drugs are readily available through open 
commercial markets. 

Opiates in pill form have historically been among the most abused prescription 
drugs, especially hydrocodone, hydromorphone, and oxycodone. Diverted from 
legitimate channels, these drugs can substitute for illicit narcotics and are frequently 
trafficked on the street by individuals or structured organizations. As far back as the 
1970s, hydromorphone-based Dilaudid® was known on the street as “drug store heroin.” 

Increasing Abuse of Controlled Release and Sustained Release Opiates 

Prescription drug abuse has recently escalated to a new level of concern with the 
development of opiate-based pain kilters designed for controlled or sustained release. 
These products pose special challenges to law enforcement. It is easy to see why when 
you consider that OxyContin® contains two to sixteen times the dosage of oxycodone as 
its well known predecessor Percodan®. 
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OxyContin® is also the most widely known example of an abused prescription 
drug, and its diversion has increased dramatically since its introduction to the market. 
OxyContin® is a valuable and efficient pain management drug when properly prescribed 
and used. At the same time, however, its popularity for abuse skyrocketed when word 
made its way to the street that manipulating this powerful drug can bring heroin-like 
effects. DEA has never witnessed such a rapid increase in the abuse and diversion of a 
pharmaceutical drug product. 

Problems with OxyContin® diversion occurred relatively soon after its initial 
marketing. By 2000, DEA had noted a dramatic increase in its illicit availability and 
abuse. Available data for the following year indicated that OxyContin® reached record 
levels of diversion and abuse never before seen. In 2001 , the DEA’s National Forensic 
Laboratory Information System (NFLIS) reported double the amount of drug exhibits 
analyzed by state and local forensic laboratories contained oxycodone in comparison to 
2000. OxyContin® diversion first emerged as an issue in rural areas of the eastern United 
States, particularly in parts of Appalachia and New England, and became so prevalent it is 
known as “hillbilly heroin.” Its popularity among prescription drug abusers spread 
quickly, and it was not long before OxyContin® abuse and diversion widened to other 
parts of the country, including Florida. 

OxyContin® abuse has been so prevalent in the Florida Panhandle and the 
Jacksonville area that DEA, the Federal Bureau of Investigation (FBI), the Defense 
Criminal Investigative Service, the Florida Attorney General’s Medicaid Fraud Control 
Unit, the Florida Department of Financial Services and the Bay County Sheriffs Office 
formed the North Florida Health Care Task Force (HCTF) in 2001 . The Task Force 
combats abuse of pharmaceutical controlled substances and health care fraud. HCTF 
recently created an OxyContin® focus group to concentrate on the diversion of 
OxyContin® in the Florida Panhandle area. 

Investigative successes are having an impact, but also highlight the extent of the 
problem of prescription drug abuse. In September 2002, the Citrus County Sheriff s Office 
arrested the owner and pharmacist of an Inverness, Florida pharmacy for diverting several 
hundred OxyContin® pills from his pharmacy each week. A subsequent DEA investigation 
and audit revealed shortages of approximately 90,000 pills of diverted drugs in just ten 
months, including approximately 36,000 tablets of oxycodone products and 54,000 tablets 
of hydrocodone products. The pharmacist was recently sentenced to five years 
imprisonment. More recently, the HCTF apprehended a Panama City, Florida physician on 
several counts of illegal distribution of controlled substances, including distribution 
resulting in death. Our enforcement operations have also had a positive effect on public 
awareness. The DEA Tallahassee Resident Office has responded to numerous telephone 
calls, ranging from inquiries as to where to obtain substance abuse treatment to physicians 
asking how to handle the influx of patients requesting OxyContin® prescriptions. 
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Methods of Diversion 


The popularity of OxyContin® and other drugs of abuse have also inspired a wide 
range of diversion methods, some new and some old. Practitioners and pharmacists 
illegally or indiscriminately prescribe or dispense OxyContin® for a profit. Addicts and 
dealers steal drugs through pharmacy thefts and in-transit hijackings. Forged or 
fraudulent prescriptions are common occurrences, as are patients who claim false medical 
needs. “Doctor Shopping” abusers travel from doctor to doctor to fmd an easy mark who 
will readily write prescriptions or who can be duped. Foreign diversion and smuggling of 
contraband drugs into the United States contributes to the problem. And perhaps of the 
greatest concern, the Internet has become a virtual wild west bazaar for “spam” emails 
and website advertisements that sell controlled substances with little or no oversight that 
the drugs are sold for legitimate medical reasons. At times, multiple methods of 
diversion occur simultaneously. In Sarasota, Florida, a physician recently was arrested 
for writing prescriptions for controlled substances to known drug dealers and abusers 
including Dilaudid® and OxyContin®. The doctor saw as many as 80 patients daily and 
charged $250.00 for an initial office visit and $150.00 for follow-up appointments. 

During the search of the physician’s office, DEA and local law enforcement seized 
approximately 25,000 doses of controlled substances including large quantities of 
oxycodone, methadone and hydrocodone. 

Preventing Diversion 


The OxyContin® Action Plan 

In response to growing concern among federal, state and local officials about the 
dramatic increase in the illicit availability and abuse of OxyContin®, the DEA initiated 
an OxyContin® Action Plan in May 2001 as a comprehensive effort to prevent diversion 
and abuse of the drug. The initiative is not intended to impact the availability of 
OxyContin® for legitimate medical use. 

The OxyContin® Action Plan has four main goals: First, enhance coordination of 
enforcement and intelligence programs with other federal, state, and local agencies to 
target individuals and organizations involved in the illegal sale and abuse of 
OxyContin®. Second, use the full range of regulatory and administrative authorities to 
make it more difficult for abusers to obtain OxyContin®. The DEA does this by closely 
monitoring the quota of oxycodone available to manufacturers, continuing to work 
closely with the Department of Health and Human Services to reduce the abuse of 
reformulated OxyContin®by injection, and continuing our efforts to improve physician 
education on treatment of pain and recognition of addiction. Third, increase cooperative 
efforts with the pharmaceutical industry. Fourth, advance national outreach to educate 
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the public, the healthcare industry, schools and state and local governments on the 
dangers related to the abuse and diversion of OxyContin®. 

Since implementation of the OxyContin® Action Plan, DEA has initiated over 
400 OxyContin® investigations, resulting in the arrest of approximately 600 individuals. 
Sixty percent of the cases initiated involved professionals such as doctors and 
pharmacists. Doctor shoppers, forgers, and individuals arrested for armed robberies and 
burglaries accounted for the remaining forty percent of the investigations. 

The plan’s impact locally is best illustrated by the recent arrest of a physician in 
Melbourne, Florida who was charged in state court with eleven counts related to 
trafficking large quantities of OxyContin® and other controlled substances. The 
investigation further revealed that office employees were operating a drug ring using the 
physician’s prescriptions. To date, forty people have been arrested for illegal drug 
trafficking as a result of this investigation. 

Prescription Drug Monitoring 

The DEA is also working with states on Prescription Monitoring Programs (PMP) 
to prevent diversion at the state level. PMPs capture information regarding prescriptions 
electronically at the “point of sale,” usually the pharmacy. The information is transmitted 
to a state agency to identify doctor shoppers and/or other evidence of diversion. Sixteen 
states have active PMPs and another five states have partial or pending programs. The 
General Accounting Office concluded in a 2002 study that PMPs “. . . have aided 
investigators and helped to reduce doctor shopping ...” For the past two years, Congress 
has appropriated funds for states to initiate and expand PMPs. Florida has applied for an 
enhancement grant of $350,000 to augment an initial grant beginning in January 2005. 
Use of these funds is contingent upon the passage of legislation during Florida’s current 
legislative session. 

Internet Initiatives 


Although the Internet has fostered the diversion of controlled substances and the 
inappropriate use of other drugs, it can also be used as a tool to reduce prescription fraud. 
As part of an overall modernization effort, DEA is developing regulations that will allow 
physicians to use the Internet to securely transmit prescriptions from their offices to the 
patient’s pharmacy. These regulations will specify standards to electronically transmit 
prescriptions to foil prescriptions from being altered and prevent office staff from making 
fraudulent telephone authorizations on behalf of physicians. DEA anticipates that the 
regulations will be finalized this year with procedures being implemented in 2005. 
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DEA is also examining ways to deal with the recent rapid proliferation of “rogue” 
Internet pharmacies. During 2004, DEA intends to improve our capacity to identify illicit 
operations and better restrict internet sales of controlled substances through the use of a 
new and advanced system that will search the online public domain for illicit drug 
activity. We anticipate receiving $2.1 million and more than 60 diversion and support 
positions dedicated to the Internet diversion problem under DEA’s Fiscal Year 2004 
budget. We also plan to work with the Food and Drug Administration (FDA) and other 
agencies to better educate the public and work with those companies that facilitate the 
illegal sale of controlled substances including commercial freight carriers, credit card 
companies and Internet search engines. 

Understanding Pain Management 

As I mentioned earlier, high-dose opiates can be an important and legitimate 
means of pain relief. In striking the delicate balance between preventing abuse and 
facilitating patient care, the DEA believes that physician education and cooperation with 
medical groups is essential. The DEA agrees with 21 health care organizations who 
endorsed a balanced approach to the use of pain medications like OxyContin®. We are 
continuing to work with organizations such as Last Acts and the University of Wisconsin 
Pain and Policy Studies Group to formulate Frequently Asked Questions (FAQs) for 
physicians and investigators alike to clarify appropriate prescribing issues. These FAQs 
will be made available to interested parties through DEA’s website and other media. The 
DEA is also exploring continuing medical education opportunities for physicians that will 
become electronically available when a physician applies for, or renews, a DEA 
registration. 


Conclusion 


The DEA is committed to protecting the American public’s health and safety from 
the serious consequences of abuse of legal pain relief for life destroying illegal purposes. 
Initiatives like the OxyContin® Action Plan, PMPs, additional funding and positions for 
DEA diversion investigations, and our new Internet search system will enhance the 
DEA’s enforcement efforts to stop the flow of prescription drugs from reaching our 
streets illegally. 

I would be happy to answer any questions the Subcommittee may have. 


6 



43 


Mr. Souder. Thank you. 

Let me start with Dr. Meyer. You said in your testimony that the 
FDA did not anticipate what was going to happen when you first 
cleared this OxyContin. Do you seek input from DEA and all the 
anti-narcotic agencies when you are clearing it? 

Dr. Meyer. We notify DEA, of the fact that we have the NDA 
in house and we work with DEA on establishing a quota for the 
drug substance that goes into the drug product. 

Mr. Souder. Do you believe that the actions, because you gave 
me a list of actions that you have done since then because, accord- 
ing to your testimony, as the abuse spread, FDA then changed la- 
beling, and you have been trying to catch up. Do you believe had 
you done all those things at the beginning, we would not have this 
problem or do you believe that the things that you are doing are 
not effective in stopping the problem unless something else is done? 

Dr. Meyer. I think that the things that we have done will have 
an effect and I think if we had put them in place at the beginning, 
that we would have less of a problem than what we have now, but 
I think the problem goes beyond the means available to the FDA, 
or beyond this particular drug. 

Mr. Souder. Mr. Raffanello, you stated that there has not been 
another prescription drug abused at this level? 

Mr. Raffanello. That is correct. 

Mr. Souder. Anything even approximating? 

Mr. Raffanello. I believe Dilaudid for many, many years has 
been used as a heroin substitute, and very effective. 

Mr. Souder. What would you have done differently at the begin- 
ning, and as we look at other similar things possibly coming on the 
market, because at this point if OxyContin went off something else 
would likely come on. What would you do different at the very be- 
ginning in addition to some of the things I think we are trying to 
address now, because once it starts to explode, it is just so hard 
to control it? 

Mr. Raffanello. Being a career law enforcement officer, I would 
make sure that practitioners and pharmacists knew that there 
would be a penalty to pay for over-prescribing or for doing anything 
that even smites of going against the law. I think strong law en- 
forcement would be a key. 

Mr. Souder. Mr. Fernandez, you stated in your testimony that 
you would first look at — which is kind of a logical business ap- 
proach — at the top 10 people who are currently prescribing it. Is 
that not being done? It does not mean that they are doing it ille- 
gally, but why would that not be the first place you would look? 
I think your testimony said that there were the top 12 OxyContin 
prescribers for Medicaid, the 12 doctors that wrote prescriptions 
this figure represents so much, should our efforts to bring this 
abuse under control not start here? Why would it not start here, 
what is keeping it from starting there? 

Mr. Fernandez. I do not know that anything is keeping it from 
being started. I think I made the statement basically to show you — 
I mean, to me it is just inconceivable that 12 doctors wrote pre- 
scriptions totaling that much. And that is just Medicaid. I do not 
know how many more they wrote that had nothing to do with Med- 
icaid. 
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Mr. Souder. You coordinate the Central Florida HIDTA, Mr. 
Raffanello is the Miami DEA person, we have the representative 
from FDA. I would like to know why would it not start there, and 
why has nobody started there? 

Mr. Fernandez. I do not think it is — and I could be wrong here, 
but I do not believe anyone knows when they are writing it until 
after the fact, and then it is too late. That is why at the end of 
mine, I recommended this the Florida 

Mr. Souder. Who has jurisdiction to start that? Would that be 
an FDA responsibility to look at that currently, and say we have 
12 doctors who wrote this many? Here is what it seems like. I am 
a Member of Congress, and this is still what it seems like. I 
thought it would be different after I got out of the private sector 
into the public sector, that when we go after hospitals in the 
United States for Medicaid or Medicare or whatever, it seems like 
we take the ones that are easy pickings off the tree who are filing 
all the stuff and we get somebody who has 2 percent of the market 
and skip the people who have 90 percent of the market. It does not 
mean that these 12 doctors are doing anything wrong, but why 
would that not be the first place you look to check and see what 
the failures of the system are? Have those people been looked at 
and who would be responsible for that, I do not understand here? 

Mr. Raffanello. Maybe I can help. The Drug Enforcement Ad- 
ministration has a diversion responsibility, and in that responsibil- 
ity we monitor practitioners and doctors. I would — unfortunately I 
would like to go back to the times that Congressman Norwood said, 
when they were kept under lock and key. It is one thing to be able 
to look and see a pattern, it is another thing to effect an arrest, 
and get someone to prosecute the case. It is very, very difficult to 
prosecute and convict a doctor or a prescriber for one of these types 
of offenses initially. But in my opinion, that is where the work real- 
ly needs to be done. If people that prescribe this knew there was 
a severe penalty to pay, you would have less people doing it. And 
that is where we should start. 

Mr. Souder. Mr. Mica. 

Mr. Mica. Let me just continue along the line of questioning of 
Chairman Souder. It is difficult to convict — where is the flaw, is it 
in the Federal law, is it in the FDA regulations of the narcotic? 
What is the problem? 

Mr. Raffanello. I think it is a fairly new phenomenon. I think 
that the States may in some cases not have the law. We have — in 
Federal statutes, we can take the doctor’s license away. Criminal 
statutes are always the last resort. I would like to see prosecutors 
more energized to pursue criminal statutes, I would like to see the 
States work through their legislation to have severe criminal pen- 
alties for doctors, for pharmacists, and for people that prescribe it. 
I think that the groundwork is there, I just do not think we have 
them to the level that we need to have them to make the impact 
that we want to have. 

Mr. Mica. Is this something we need to do from a Federal level 
or State by State? I mean, it does not sound like we can get a han- 
dle on it if we rely on 50 legislatures to act. 

Mr. Raffanello. Speaking from the Florida situation, we are 
very fortunate here. I work with Jim McDonough, the director of 
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the Florida Office for Drug Control, and they aggressively pursue 
this in the State of Florida. 

Mr. Mica. But, again, OK that is a State agency, we have the 
HIDTA which does the combination State, Federal, all efforts, you 
are DEA, Federal. Do you have enough laws and tools to deal with 
this? You also testified and we heard similar testimony about di- 
version, about Internet access. Chairman Norwood said that his 
young 13 year old could get this stuff in quantities. We need to 
know where the gaps are and if they are Federal gaps we need to 
know that, and particularly from you. So you are recommending 
tightening one, two, three, tell us? 

Mr. Raffanello. At first I would look — the Internet has been a 
tremendous source for drug distribution. I would go back and see 
what we have. If someone in Oklahoma, took applications and pre- 
scribed drugs in Florida, they should be able to be tried in what- 
ever district is affected. I believe that the law on that is very vague 
right now. 

Mr. Mica. Right. Now, the other thing you have is people becom- 
ing addicted to a legal source of the prescription and then the sec- 
ond part is illegal availability through prescription fraud. You de- 
scribed prescription fraud. How do we address that from a Federal 
standpoint? Those two. 

Mr. Raffanello. I would go back to more inspections on doctors 
and pharmacists, and tighter reins on just what they are doing. I 
think the prescription program that we are now trying to work 
with Congressman Rogers’ help would be something that I would 
like to see supported, so we can automatically see who is being pre- 
scribed. I think we have mechanisms that need to be tightened up 
there, and need to be applied across more States. 

Mr. Mica. All right. FDA. 

Dr. Meyer. Yes, sir. 

Mr. Mica. Abuse of narcotics as we have heard, I gave this his- 
torical sequencing, starting in this room with election of Senator 
Hawkins, the cocaine problem, the heroin problem. Of course, we 
have cited here a different prescription drug problem and this is 
now a prescription drug of choice that we found being diverted. Has 
FDA adequately changed its rules, its regulations regarding abuse 
and misuse of this substance? 

Dr. Meyer. I think that a lot of the abuse and misuse is occur- 
ring in circumstances where FDA does not actually have strict pur- 
view. I think our main 

Mr. Mica. So does the law need to be tightened to give you that 
purview? 

Dr. Meyer. I think I would defer to DEA, since DEA has the ju- 
risdiction on this, whether they would need something, but, FDA 
does not regulate the practice of medicine. Much of this is occurring 
in the setting of 

Mr. Mica. Well, you discovered a drug where we have deaths off 
the chart here that doctors are — and we have had testimony here 
of 12 doctors on Medicaid issuing incredible volumes of this stuff 
and people are dying in an unprecedented numbers. So you either 
you change the rules or we change the laws, and if we need to 
change the law, do we have enough laws directing FDA to deal 
with this or do you already have that authority? 
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Dr. Meyer. Again, I do not believe we have the authority to act 
with regard to how these drugs are used in the practice of medi- 
cine. 

Mr. Mica. All right, I want you to submit to me a written state- 
ment. You can do it through the committee of what it would take 
for you to have the authority under the law to more aggressively 
pursue this matter, can you do that? 

Dr. Meyer. We can do that, be happy to do that. 

Mr. Mica. As an agency — and I would like you to submit the 
same thing to me as far as any loopholes or changes that DEA 
sees — our enforcement agency — so we have a better handle on how 
we can change the law. You have the ability to change regulations 
already within the law, so I need to know specifically what we can 
do. 

Mr. Fernandez, you talked a little bit about electronic data vali- 
dation, the problem with getting a handle on people who are pre- 
scription shopping and I was interested in that. Could you elabo- 
rate a little bit more how we get a handle on medications, not just 
OxyContin, but drugs that can be used, prescription drugs that can 
be used and abused, and how do we get a better handle on all of 
this? 

Mr. Fernandez. Yes, sir. I think there is a gap between the doc- 
tor writing the prescription and the people that give that doctor the 
ability to write that prescription. I do not think the Federal level 
gets the information as rapidly. I do not know if they get it at all 
in some cases, but I certainly do not think they get it in a timely 
manner. That was one reason I referred to the Florida prescription 
validation program. And I do not claim to be an expert on that. Mr. 
McDonough can certainly tell you more about that then I could. 
But, as I understand it, a prescription would be written and it 
would be computerized and State officials would know. I would as- 
sume then they would see a doctor writing more than he should be. 

Mr. Mica. It disturbs me when we have a Federal program and 
you cited, right, 12 Medicaid doctors? 

Mr. Fernandez. I got that from a newspaper article; yes, sir; 12 
doctors wrote prescriptions totaling over $15 million. 

Mr. Mica. So, a Federal program they are gaming to bring on the 
market, a substance of which hundreds of our people are dying. 
Well, I would like to — Mr. Chairman, I did have an opportunity to 
meet with some folks I believe that are involved in this electronic 
data validation program under Medicaid, which I believe the feds 
and also, the State is supporting. I would like to ask unanimous 
consent to submit for the record testimony by Jim Kragh who is 
the president of Good Health Networking. He demonstrated to me 
I guess this is just a little type of a Palm Pilot. But the software 
does electronically validate prescriptions, gives us a better handle 
on what prescriptions and what amounts, and who the users are. 

So, I would like Mr. Kragh’s testimony to be submitted as part 
of the record, describing what I understand in central Florida we 
have over 800 physicians participating in this demo to get a handle 
on where these prescriptions are written. So I ask unanimous con- 
sent for that submission. 

Mr. Souder. Without objection, so ordered. 

[The information referred to follows:] 
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Statement by 
James F. Kragh 

President and Chief Executive Officer 
Good Health Network 

Before the 

U.S. House of Representatives 
Committee on Government reform 
Subcommittee on Criminal Justice, Drug Policy 
And Human Resources 
February 9, 2004 

Executive Summary 

More than a year and a half ago the Florida Department of Medicaid 
understood that there were numerous problems and issues with the ability to 
track the specific reasons for the enormously high costs for the drugs 
dispensed under the Medicaid Program. The Program knew the potential 
existed for fraud and abuse, for duplication of prescriptions, and for waste 
within the system. Previously the Department had developed a Preferred 
Drug List (PDL) in an effort to reduce the number of drugs that needed to be 
monitored and to take advantage of better pricing through volume purchasing. 
The PDL was provided to physicians in paper format and through extensive 
monitoring the Department ultimately gained a major improvement in 
compliance with ordering drugs only from the PDL unless prior authorization 
was received for ordering non-PDL drugs. This helped in controlling some of 
the cost side of the equation. 

The second step in a vigilant effort to address the issues occurred last 
year with the development of a partnership between Gold Standard 
MuitiMedia, Inc, an online pharmacology company and Sprint United 
Management Company, a wireless service provider. This partnership brought 
together the Florida Medicaid PDL, the Florida Medicaid database of patient 
drug history (most recent 60-day prescription history), and the Gold Standard 
Pharmacology system onto a hand-held wireless PDA (Pocket PC). Each of the 
Pocket PCs included a PKI-based digital certificate to authenticate the user 
and provide for secure transmission of the data to and from the state database 
and the end user. GHN has deployed a sophisticated infrastructure that will 
use an encryption system known as Public Key Infrastructure that will provide 
secure and identifiable role-based access into the Medicaid database. Note: 
the PKI-based digital certificate is currently in place, but is not being utilized 
at the present time, pending the E-prescribing function. An SSL-based 
certificate is being used. 
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This pilot program will enable the 1000 participating physicians to 
access a 60-day drug history for all of their Medicaid patients, once the 
patient's Medicaid number is entered. This function has already 
demonstrated the ability to discover numerous drug shoppers. It also has 
allowed physicians to discover the patients who do not get their scripts filled 
after the physician writes the prescription. This helps the physician identify 
the non-compliant patient This portion of the program will help reduce the 
duplication of services (drug shoppers) and reduce some of the fraud and 
abuse (both drug shoppers and stolen, forged prescriptions). As an example, a 
doctor in the Orlando area discovered that prescriptions were still being filled 
under his name for patients that he had not seen in more than a year. 

The physicians also now have access to the State PDL online which 
means they don't have to deal with hundreds of pages of computer print-out 
that was, at best, cumbersome to use. While compliance with the PDL was 
quite high, the PDA (which is also a 'Smart' cell phone with Internet access) 
has provided a better method for requesting prior authorization, thereby 
making the physician more efficient. The cell phone portion of the PDA 
includes a speed dial function to contact the prior authorization section of the 
Medicaid Department 

The pharmacology program that resides on the PDA provides the 
physician access to basically any drug on the market today and includes the 
drug-to-drug interactions, IV alerts (interactions for IVs), and food to drug 
interactions. The physician now has immediate access to information that has 
the potential to reduce medication errors. 

While the actual outcomes study of this pilot program will not be 
completed until mid-year the results in identifying drug shoppers, lost, stolen, 
forged prescriptions, and improved compliance with the PDL have convinced 
the Medicaid Department that expansion of the project should be considered 
for the coming fiscal year. The initial thought is to add approximately 2000 
physicians treating Medicaid patients. 

However, in addition to the proposed increase in the number of 
physicians participating in the program, other functionality should be 
considered. The present system is a re-active system in that the data is only 
available after the fact The sixty-day drug history is gathered from paid 
claims. This leaves a number of potential areas where fraud and abuse could 
continue. Adding an E-prescribing ability would include the pharmacy in the 
entire process. Linking the E-prescribing function to the Department's patient 
drug history would provide Medicaid with the ability to track what was 
dispensed against what was actually prescribed by the physician. 
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Including E-prescribing and the pharmacy in the network would 
provide the additional benefit of including the drugs that were dispensed in a 
cash environment, thereby eliminating another method of drug shopping. 
With the proper security built into the network the E-prescribing function can 
eliminate the potential of lost, stolen and forged prescriptions. The Drug 
Enforcement Administration (DEA) has defined the security requirements 
(Public Key Infrastructure Analysis DEA Division Control E-Commerce PKI 
Certificate and CRL Profile, Draft 1.2, dated June 5, 2003) for controlled 
substances; however, these same requirements should be the standard used for 
the entire E-prescribing process. It will be imperative that the network used 
for the dissemination of health care data is foolproof when it comes to 
security. It may be required for the State to mandate the security access 
protocol that will be used going forward. 

The benefits of this program demonstrate the value to other public programs, 
including Medicare and the Uninsured sectors. By expanding the same 
infrastructure to complement the President's National Health Information 
Infrastructure to be designed around standards, the financial return to 
government at the local, state and federal levels can be substantial. 
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Introduction to the eMPOWERx System 


About the Product 


The eMPOWERx system is designed to provide you with the most current 
and comprehensive drug information available today. Written by 
healthcare professionals for healthcare professionals, the eMPOWERx 
system ensures that you always have ciinicaliy-relevant information and 
ciinicaily-important medication management tools at hand when and 
where they're needed. Look up timely drug information, check for 
potentially dangerous drug interactions and identify patient-specific 
compliance issues quickly and effectively at the office, during hospital 
rounds, in the ER, during patient consults, at the point-of-care, from 
home or on the road. 

Leveraging wireless technology, wherever you go. eMPOWERx goes, too, 
empowering you with a clinical solution you can rely on to help you 
make informed decisions like never before. Because we understand 
firsthand the demands placed on busy healthcare professionals, we have 
made it our job to arm you with the right content and tools critical to 
performing your job — and performing it well — enabling you to take 
both your practice and patient care to the next level: 

COMPREHENSIVE DRUG INFORMATION 

eUPOWEty has redefined comprehensive drug information by 
applying patient-specific elements to traditional drug information 
queries 

ektPOWEfy provides patient information, including refill 
compliance, active drug interactions and complete prescription 
drug histories, irrespective of prescriber or pharmacy 

eMPOWEfy provides the most complete and concise clinical 
monographs currently available on handheld devices 

ektPOWEfy enables you to review drug descriptions, 
indications, interactions, contraindications/precautions, 
classifications, adverse reactions, administration, pregnancy/ 
lactation information and preferred drug list (PDL) status 

eMPOWEfy provides pediatric, adult, geriatric, renal and 
hepatic dosing and dosage limits, specific to indication, including 
off-label uses 

eMPOWEfy allows you to look up drugs by generic or brand 
name, indication, classification, precaution or adverse reaction 
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POWERFUL CLINICAL REPORTS 

Drug Interactions Report — Screen combinations of 
prescription drugs, over-the-counter medications, herbal 
and nutritional products for interactions 

Preferred Drug List Alternatives — Identify therapeutic 
alternatives on Florida Medicaid’s Preferred Drug List 
alphabetically or by therapeutic class 

IV Compatibility Report — Check the compatibility of 
two or more intravenous products and/or solutions when 
mixed in solution or a syringe, or via Y-site administration 


System Requirements 


The eMPOWERx system has been verified to run on the 
Compaq IPAQ H3600 models or higher (with at least 64 Mb 
Ram) and the Toshiba 2032SP (with at least 64 Mb Ram). 
Other PPC models designed to run the latest OS should 
work, but have not been tested. The PDA must have at least 
25 Mb of RAM free to install and use the program. 


Contact Us 


For more information about the eMPOWERx system or to 
order, please contact us: 

Gold Standard Multimedia 
320 W. Kennedy Blvd., Suite 400, Tampa, FL 33606 
Phone: (800) 375-0943 or (813) 258-4747 
Fax: (813) 259-1585 

Office Hours: Monday-Friday, 8:30 a.m. - 5:30 p.m. EST 
Visit our websites: 

The eMPOWERx System - empowerx.gsm.com 
Gold Standard Multimedia - gsm.com 
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Getting Started 


ACCESSING THE PROGRAM 

Running the eMPOWERx program can be done easily by 
tapping the Windows “Start" icon located in the top left 
corner of the screen. From the options listed in the drop 
down menu, select "EmpoweRx". The first screen you will 
see when the eMPOWERx system is operating is the user 
iogin screen. 


LOGGING IN 

Before you can gain access to the program, you will be 
prompted to provide a username and password. Use the 
digital keypad to enter your unique login information. Once 
your information has been entered, tap the “login" button to 
gain access to the eMPOWERx system.O If the user name or 
password does not match your registered information, you 
will be prompted to re-enter the information. The “Clear 
Current User” button may be used when another provider will 
be using the same device. This ensures that patient-specific 
information is secured from one user to another. 


How to Use the oMPOWEfy System 


Setting Your Preferences 


oMPOWEfy allows you to set your own preferences 
according to how you like to use the program. Save time by 
defaulting to the options you use most. 

For your Drug Information searches, you can default to look 
up by generic and brand names, indications, classifications, 
precautions, or adverse reactions.® When reading 
information about a drug (Drug details), you can choose to 
start with the description, indications/dosage, precautions, 
interactions, adverse reactions, classifications or a listing of 
similar PDL drugs. 
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When running drug interactions, you may select to include 
specific drug- food interactions including caffeine, enteral 
feedings, ethanol/alcohol, food in general and grapefruit 
juice. Additionally, you can select what drug interaction 
severity levels you wish to see ranging from very high to 
iow.O 


Viewing Your Patient Manifest 


Use the Patient Manifest to glean information about your 
patient’s medication history. Identify drug therapies initiated 
by other providers and better understand your patient’s refill 
frequency for maintenance medications. With one simple 
daily download, a new dimension in drug information is 
seamlessly integrated into a valuable clinical tool. 

MANIFEST LAYOUT 

Update Manifest - Updates entire patient manifest© 

Manage Patient - Enables you to add/delete patient 
records© 

Search Patients - Allows you to search for your patient 
within the table by Medicaid ID number or name© 

Patient Table - Displays a listing of all your patients 
downloaded in last update© 

Medication History Table - Gives you a 60-day 
medication history for the patient selected in the Patient 
Table© 

Actions - Provides you with access to medication 
details, monographs, and a link to interaction reports© 
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UPDATING THE MANIFEST 

It is recommended that the Patient Manifest be updated 
once a day, ideally before or after office hours or at a time 
that is convenient to your practice. The Patient Manifest 
can be easily updated by tapping the “Update Manifest" 
box.© 

Once selected, you will be asked, "Are you sure you want to 
update?" By tapping “Yes,” a secure wireless connection is 
created and your patients’ sixty-day medication histories are 
downloaded directly to your PDA. Manifests can also be 
downloaded to your PDA by using a desktop computer that 
has an internet connection. By placing your PDA in its 
cradle and following the steps listed above (for wireless 
updates), your PDA will use your desktop computer's 
modem to download patient information directly to your 
PDA. If your desktop computer utilizes a high-speed 
internet connection, you may find this option will save you 
time. Please note that if an error occurs during transmission, 
you will be asked to download the manifest again. If this 
problem persists, it is advised that you contact the Help 
Desk at 877-629-0304. 
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The Patient Manifest page can also be used to obtain a 
sixty-day drug history for a new patient to your practice. 
The "Manage Patient” button will enable you to input your 
new patient's Medicaid ID number. Use the key pad at the 
bottom of the screen to input the Medicaid number and 
then select the “Add Patient” button.© You may then 
close this window by selecting the “Return to Manifest" 
button at the bottom of the screen. You are now ready to 
retrieve your new patient's drug history by selecting the 
"Update Manifest" button in the top left corner of the 
screen. 
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New patients may also be added using a desktop computer 
and the “Patient Manager" program, first be sure to cradle 
your PDA and connect it to your computer. Then click on 
the “Shortcut to Patient Manager" icon on your desktop 
screen. The user name and password will be identical to the 
user name and password used to access the eMPOWERx 
system. Once you have entered your user name and 
password, you can add new patients to the Patient Manager 
by inputting the appropriate Medicaid ID numbers and 
selecting “Add Patient". When you have completed inputting 
all of the patients you wish to add to your next manifest 
query, select the “Save list to Pocket PC” button located in 
the lower left-hand corner of the program. You are now 
ready to update your manifest following the steps outlined 
above. 

VIEWING DRUG HISTORY 

By tapping the desired patient name in the Patient Table 
(name will be highlighted in blue), the Medication History 
Table will display all of the medications dispensed to that 
patient during the past 60-days. © If there is a check mark 
to the far left of the drug name, this drug is active and the 
patient should still be taking the medication (based on the 
quantity dispensed and the days supply as determined by 
the pharmacy). If the medication is calculated to be finished 
and it has not been refilled, then this field will be left blank. 
Directly next to the status indicator is a red or green circle. 
This is the Preferred Drug Indicator and provides information 
on the Medicaid Preferred Drug List status of the 
medication; green is a preferred drug and red indicates a 
prior authorization was required. Continuing to the right, 
the next field labeled as “Medication” is the name and 
strength of the drug dispensed. Moving to the far right, the 
last field entitled “Date” displays the last refill date on record 
for that particular medication. 

VIEWING MEDICATION DETAILS 

“Medication Details" provides information about a specific 
drug within the medication history. By first selecting the 
desired drug and then accessing Medication Details via the 
“Actions” button, information concerning the drug, refill 
dates, dispensing pharmacy, quantity and calculated days 
supply will be provided.© 
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Specific information about the dispensing pharmacy, 
quantity and days supply are also available by selecting the 
refill date in question. From this screen, direct access is 
available to the relevant clinical monograph or you may 
return to the manifest by selecting "OK”.© 

AUTO-POPULATING DRUG INTERACTION REPORTS 

The “Actions” button also provides two options for auto- 
populating the drug interaction reporting feature. This tool 
is useful when either determining possible drug interactions 
that ©cist in the patient’s current regimen or when selecting a 
new therapy to add. if the patient is taking particular 
medications PRN (as needed), the user may choose to “Add 
All to Interactions,” regardless if the medication is calculated 
to be active or not.© If it is determined the patient is only 
taking active medications, “Add Active to interactions" is also 
available. Functionality of the drug interaction reporting 
feature will be outlined in the Drug Interaction section of this 
User Manual. 


Drug Information 


Use the eMPOWERx Drug Information module to perform 
versatile searches in just seconds, and to review concise and 
dinically-relevant drug information at the point-of-care. The 
module can be accessed directly by either selecting the 
"Clinical Pharmacology On Hand” icon on the home page or 
by tapping the “View” button located in the bottom left-hand 
corner of the screen and selecting "Drug Information '.© 

A unique feature of the drug list provided within this module 
is the green and red circles located to the left of each 
medication. These circles are indicative of the Preferred 
Drug List status for that particular medication. Green circles 
are preferred medications and do not require a prior 
authorization, whereas red circles indicate the medication 
requires a prior authorization. To assist in identifying 
medications that do not require prior authorization, the user 
is given an option to view a list of similar medications that do 
not require prior authorization when a drug with a red circle 
is selected. 
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SEARCHING 

You can search by:® 

Generic and brand names 

Indications/Dosage 

Classifications 

Precautions 

Adverse reactions 

The generic and brand name search allows you to find 
information about a specific drug, nutritional product or 
herbal supplement. 

The classifications search brings up a menu of drug classes; 
from there, you can go to a list of drugs contained within 
each class. 

The indications/dosage search results in a list of drugs used 
to treat the indication you specified. Select a drug to go 
directly to its dosage for that indication. 

Searches by precautions or adverse reactions result in a list 
of drugs associated with the precaution or adverse reaction 
you entered. Click on the drug you are interested in to get 
more information. 

SEARCH OPTIONS 

If you are unsure of how to spell a drug name, or want to save 
time on your drug look ups, enter just a few letters. The 
partial word search feature will find all matches for you and 
display a list of drugs containing those letters. 

Using the drop-down menu beside the “Find" box, you can 
also search by first letter to see the entire list of drugs that 
begin with that letter. 


j Drug Information 




indicabons/Dosaga 
Classifications n 

Precautions " 

adverse reactions 




# Acetaminophen; Aspim, ASA; Caffeine 
#* Acetaminophen; Srompheniramra; Dex! 
Acetaminophen; Brompheniramine; Pseooj 
Acetaminophen; Butalbital 
Acetaminophen; Butabtai; Caffeine 
Acetaminophen; Butabfcai; Caffeine; Codj 


" No more information available 


DRUG DETAILS 

oMPOWERf supplies a wealth of need-to-know 
information for more than 1 ,100 drug monographs, and 
continues to add to its growing database on a consistent 
basis. Learn about each drug's: © 

Description 

Indications/Dosage 

Administration 

Contraindications/Precautions 

Interactions 

Adverse reactions 

Classification 

Pregnancy/Lactation 

PDL Status 



Description 
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Carboxyfc synthetic nucleoside reverse 
transcriptase inhibitor; used with other 
antiretroviral agents for the treatment 
of Hiv infection; has been associated 
with fatal hypersensitivity reactions 
during initial Tx or with rantroduction 
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GENERIC AND BRAND NAMES 

The drug’s generic name and major brand names are 
displayed.© 


DESCRIPTION 


Read a concise paragraph of descriptive information about 
each drug, specifically written for the PDA format from a 
clinician’s perspective.© 



Description -| 

Brands O 

Aspirin Pres Anacm®, Dolono®, 
FeveraS®, Panadoi®, Tytenol® 

Description © 

Acetaminophen (APAP, paracetamol) is 
the active metabolite of phenacetin; 
possesses analgesic and antipyretic 
activity srniar to aspirin; however, 
acetaminophen has no peripheral 
antiinflammatory activity or effects on 
platelet function. 


Wew!»|fg]newl Mj-j 


INDICATIONS/DOSAGE 

See a list of indications for the drug you are reviewing, 
including non-FDA-approved (off-label) uses.© 


Non-FDA-approved uses are included when the use 
represents current practice and a dosage regimen has been 
established and documented for the indication. 



Select an indication to view dosage information for that 
indication, including pediatrics©, adults, geriatrics, dosage 
limits and special dosing for patients with renal or hepatic 
impairment. 



AcetaHtoophen 



Adults and chfcten >-12 rears: 325- 
650 rrvj PO or PR q4-6h PRN. 
Alternatively, 

1000 mg PO or PR, 2-4x/day can be 
given. Max sircte dose of l g/dose or 
a total of 4 g/day. 

CHdren < 12 /tors and infants: 10- IS 
mg/fcg PO or PR q4-6h, © 

Nsonatas: 10-15 mg/kg PO or PR q6- 
BhPRN 

Cad dosage .(extended-release tablets 

B9 
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CONTRAINDICATiONS/PRECAUTiONS 

To help you make the safest medication decisions for your 
patients and to determine whether another option may be 
preferable, eMPOWERx distinguishes between 
contraindications — absolute conditions where a drug should 
not be used, and precautions — conditions where a drug can 
be used, albeit with caution. 

See a list of precautions for the drug you have looked up, 
including contraindications, designated in italics. O 


aneurysm 
anorexia nervosa 
atrial fbrtliation 
Meeting 
breast-feeding 
buSrrta nervosa 
cholestasis 
dental work 
diabetes meBtus 
diarrhea 


Absolute contraeidications ar 


INTERACTIONS 



Interactions listed in eMPOWERx drug information module 
are based on dinically-important data and not limited to only 
those described in the package insert. These more complete 
listings are included to help you check for, and avoid, 
dangerous interactions at the point of care. 

Classes of drugs are also included in the interactions list, and 
are indicated with a symbol. 

Select a drug or class of drugs to view interaction 
information, written in clear, concise language for quick 
comprehension on a PDA.© 



j Inter actions »| 

Goss monitoring of patients receiving 
azote antifmgals and warfarin Is _ 
recommended. At tow doses. © 
fluconazole, mnmal'v decreases 
warfarin metaboSsm, although when 
fluconazole is aetorinistered at higher 
doses, a significant ptotangaicn of the 
JNR may be seen. Increased INK 
values have been reported with 
concurrent use of warfarin and 
fluconazole or itraconazole. 

Ketoconazote may have simlar effects 
and should be used cautiously in 


View (3 new BS 
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ADVERSE REACTIONS 
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Warfarin 


View a list of adverse reactions that may be caused by the 
drug you are reviewing.© 

This feature enables you and your patient to be fully 
informed about potential side effects that may occur 
BEFORE the patient starts taking the medication. 



Adverse reaction* »| 

agrandocytosis 

alopecia « 

anaphylactoid reactions u 


cholesterol microembctoation 

dtorrhea 

ecchymosts 

elevated hepatic enzymes 
eplstaxls 

exfoliative dermatitis 
fetal abortion 
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CLASSIFICATION 

Examine the list of classifications in which the drug you are 
reviewing is contained. This feature is useful both as a 
reference and to help guide you toward appropriate 
alternatives when needed.© 


awiiiniuiiiii.— 



Warfartn 


Classification ■>[ 


• Anticoagulants a 

• Hematological Agents ** 


w*w <2 Men 

■i- 



PRECNANCY/LACTATION 


This section includes a recommendation for usage or 
avoidance of the drug during breast-feeding, as well as the 
drug’s FDA pregnancy category classification, and a 
discussion of its use during pregnancy.© 



Use dung breast-feetfrig not 
recommended. 


• pregnancy category X © 

StutSes in animals or humans have 
demonstrated fetal abnormal ties and/or 
there is positive evidence of human fetal 
risk based on adverse reaction data from 
nvestigational or marketing experierxre, 
and the risks involved in the use of the 
ckug In pregnant women dearly 
outweigh potential benefits. 


SIMILAR PREFERRED DRUGS 


This section lists all drugs within the therapeutic category 
that do not require a prior authorization by Florida Medicaid. 
By selecting a medication on this list, you will be linked 
directly to its monograph.® 



lOther Angtotendn-convertlrtQ enzyme Inhibitor!. 

• Accuprik® 1 

• Acojretic® 

• Atace® 

• Amlodipins; Benazepril 

• Benazepril 

• Benazepril; Hydrochlorothiazide, HCTZ 

• Capoten® 

• Ceptoprii 

• CaptoprH; Hydrochlorothiazide, HCTZ 
Enalapril, Enalaori ' 

re info avaiable 
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Clinical Reports 


Avoid patient adverse drug events by using the Clinical 
Reports module of eMPOWERx, where you can run powerful 
reports on Drug interactions and IV Compatibility. 

DRUG INTERACTIONS 

Written for you, the healthcare professional, the purpose of 
the Drug Interactions Report is to identify dinically- 
important interactions found within a patient's medication 
regimen. To auto-populate the drug interaction reporting 
screen with a specific patient’s medication profile, see the 
Patient Manifest section. The reporting module can be 
accessed directly by either selecting the "Drug Interactions” 
icon on the home page, or by tapping the “View” button 
located in the bottom left-hand corner of the Patient 
Manifest screen and selecting "Drug Interactions”. 

RUNNING REPORTS 

In the “Find” box, type the name (or partial name) of any 
drug/product you would like added to the interactions 
report. Matches will appear in the lower part of the screen. 
Simply tap on your selection to add it to the report. To 
remove a drug from the report, tap the medication you wish 
to remove listed on the top half of the screen. The drug 
name should no longer appear in the list of drugs to be 
reported. 

Continue with this process until you have added all drugs/ 
products that you want to include in your interactions 
report. © 

To run the report, tap on the "Run Report" button at the 
bottom of your screen.© 

REPORT CONTENT 

The program will quickly generate an easy-to-read list of 
interactions among each drug/product you have entered.© 
The report will summarize interactions for prescription drugs, 
herbal supplements, and over-the-counter and nutritional 
products. Interactions for an entire medication regimen can 
be assessed simultaneously. 


O j Orug Interaction*. 
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Interactions are listed by the severity of the clinical impact of 
the interaction. The highest severity is listed at the top of 
the screen and color coded in red, with the least severe 
interactions at the bottom and coded in blue. Select a listed 
interaction to read clinical, need-to-know data about that 
interaction.© Drug combinations that contain medications 
within the same therapeutic class will be listed in the 
“Therapeutic Duplications" section on the Report Details 
screen. 

To run another interaction report for a different patient 
select the “New" button at the bottom of the screen and all 
listed drugs will be removed. 

IV COMPATIBILITY 



The risk of developing myopathy n 
during therapy with HMG-CoA 
reductase intibitois (‘statins') such as 
atorvastatn (CYP3A4 substrate) is 
increased if coarfirtnistered with 
CYP3A4 hhtoitors such as 
clarithromycin, erythromycin, 
fluconazole, snatmto, ST1-571, 
itraconazole, ketoconazcfe or 
voriconazole. Coadministratson of 
atorvastatin with erythromycin 
increases atorvastatin plasma 
concentrations by about 40%. The 
interaction leacfcig to myopathy is 


The IV Compatibility report enables you to check the 
compatibility of two or more intravenous products and/or 
solutions when mixed in solution or a syringe, or via Y-site. 
The reporting module can be accessed directly by selecting 
the “IV Alerts" icon on the home page, or by tapping the 
“View" button located in the bottom left-hand comer of the 
Patient Manifest screen and selecting “IV Alerts". 

RUNNING REPORTS 

In the “Find" box, type the name (or partial name) of any 
drug/product you would like to include in the IV 
compatibility report.© Matches will appear in the lower 
part of the screen. Simply tap on your selection to add it to 
the report. 

Continue with this method until you have added all drugs 
that you want to include in your IV compatibility report.© 

To run the report, tap on the “Run Report" button.© 

REPORT CONTENT 

In just seconds, the program will create a report showing the 
compatibility of IV drugs when mixed: in a solution®, in a 
syringe, or via Y-site — and clearly state whether the mixtures 
are compatible or incompatible. 


Enhance patient care, reduce medication errors, and 
improve compliance with the mobile eMPOWERx drug 
information and medication management system. For 
more information, please call 800-375-0943 or visit 
empowerx.gsm.com. 
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When mixed m solution: 0 
Amphotericin B (Fungizone®) and 
Heparin Sodium are mmoartote 
when mixed n solution. 

• The products are physicaly 
compatfole n D5W. 

Amphotericin B (Fungizone®) and 
Heparin Sodium are nrnmpatihiR 
when mixed in solution, 

* The products are physicaly 
incompatible in DS in 1/2NS and D5R 
and LR and Ringer's Solution. 
Heparin Sodium and Morphine 
Sulfate (Astramorph®, 
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vV “ gold standard multi med a 

JEB BUSH, GOVERNOR 

RHONDA M. MEDOWS, MD, FAAFP, SECRETARY 

Dear Medicaid Provider, 


Electronic Medical Publishers 
gsm.com 


Florida Medicaid is offering a new program to help you streamline your practice, reduce phone 
calls and improve your ability to provide top quality clinical care. 

Working with Gold Standard Multimedia and Sprint PCS, Medicaid has developed a fully 
integrated drug information system providing you timely access to your patients’ drug history and 
current Preferred Drug List (PDL) information. All of this information will be at your fingertips 
with a Pocket PC/PCS phone. 


Understanding the value this information can have in assisting you with informed drug therapy 
selection, Medicaid has fully funded the eMPOWERx application with no cost to you. 


This program will enable you to: 

• Minimize incoming pharmacy calls due to non-PDL prescriptions; 

• Coordinate care with other physicians, decreasing the potential for duplicate therapies; 

• Identify and dissuade doctor shoppers; 

• Analyze and avoid potential drug-drug and drug-food interactions; and 

• Remain up to date with the latest in drug information including many 
popular herbal and over-the-counter products 

Features of this program include: 

• A Toshiba 2032 Integrated Pocket PC/PCS phone; 

• Unlimited PCS data minutes including wireless internet, 300 minutes 
peak talk time, and 1000 minutes on nights and weekends; 

• A comprehensive drug information database readily identifying the | ' ggy 

medications covered by Florida Medicaid without a prior authorization; 

• A current 60- day prescription history for your Medicaid patients that is 
updated daily over a secure wireless connection. This information includes all 
medications dispensed to your patients assisting you in identifying medications written 
by other providers; and 

• One of the most robust drug interaction tools available, fully integrated with your 
patients’ drug history. 



This program will initially be made available only in Orlando, the Tampa Bay Area, Miami, 
Jacksonville, Tallahassee and Pensacola. Due to the limited supply of Pocket PCs, only the first 
1000 physicians that sign up to participate will be enrolled. If you would like to reserve a unit 
today, you may do so by registering online at http://www.empowerx.gsm.com or by calling 
800.375.0943 ext. 0. After you have registered, a team member from the Good Health Network 
will be contacting your office to schedule an appointment. 


We thank you for your commitment to Medicaid recipients. 



Bob Sharpe 

Deputy Secretary for Medicaid AHCA 

2727 Mahan Drive • Mail Stop #38 
Tallahassee, FL 32308 
850.487.4441 



Russ Thomas 
CEO, GSM 


320 West Kennedy Blvd, Suite 400 
Tampa, FL 33606 
813.258.4747 
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Mr. Souder. Mr. Norwood. 

Dr. Norwood. Thank you, Mr. Chairman, I appreciate it. Let 
me, I would be remiss if I did not introduce you to our court re- 
porter, Bill Warren. He is my only voter in this room, and I am 
glad Bill is here from Monroe, GA. 

Mr. Fernandez, you said in your report, intelligence indicates 
doctor shopping, prescription fraud and robbery are the three most 
common means. Just so you and I are on the same page, define 
doctor shopping? 

Mr. Fernandez. Going to one doctor and getting as much as you 
could on a script, claiming to have pain, going to a second doctor 
within probably a short period of time, getting another prescription 
written for the same. 

Dr. Norwood. I would define it the same way, I just was trying 
to see if you meant by that going to 1 of the 12 who the under- 
ground knows is writing bogus prescriptions. Is that doctor shop- 
ping, too? 

Mr. Fernandez. Yes, sir. 

Dr. Norwood. Just to make the record clear there are thousands 
and thousands of physicians in Florida that take Medicaid, and the 
fact that we are talking about 12 makes me wonder why we could 
not deal with that 12. You obviously have information, do you have 
that information, on those 12? 

Mr. Raffanello. I am unfamiliar with it. 

Dr. Norwood. Why would you know that, and he not, because 
any time 12 physicians are writing $15 million worth of Schedule 

11 drugs, my dander goes up a little bit. Something does not smell 
right about that immediately, and I would think somebody ought 
to be asking those people some questions. What is going on with 
that 12? Recognizing what you said is so true, this is very difficult, 
I will get into that in a minute. 

Mr. Fernandez. I got the information from a newspaper article 
that I referred to earlier, but they named the doctors, there were 

12 doctors. 

Dr. Norwood. So we know who perhaps — through Medicaid 
records, who these people are? 

Mr. Fernandez. Oh, without a doubt, and all of these doctors 
had prior problems, would probably be a good word. I think they 
have had some run-ins with different medical boards and what- 
have-you. 

Dr. Norwood. Just to make this point too, taking the license is 
not the solution. Frequently that drives the physicians under- 
ground. They do not have a way to make a living, it just gets worse 
in my opinion. There needs to be criminal activity, as you pointed 
out, involved in this and the penalty for this needs to be very, very 
steep. That does not mean maybe the license is not taken and they 
can practice in prison, but my view is we do not take it seriously 
enough. I do not know the percentage. I do not know the number 
of doctors that see Medicaid, but that is a low percentage. At least 
that 12 ought to be visited on a pretty regular basis. 

One of you were pointing out earlier, all of this, these prescrip- 
tions, you do not know about it frequently, until after it the fact. 
And that is what we are looking at in our committee is how you 
could know it a little sooner. Because there are patterns that occur. 
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I mean, just like this 12, you can know who they are pretty easily. 
This 12 do not just see Medicaid patients, incidentally. 

So you do not really know the numbers until you go in, until this 
is a criminal problem rather than just a problem with the ethics 
committee or the State board of dental examiners. 

I am glad to hear you talking about the Internet. I wonder — and 
we are thinking about this too — if we outlawed in this country the 
purchase of Schedule IIs over the Internet, do any of you know how 
much might be available out of this country, to buy over the Inter- 
net from India? And we do not know how to fix that. We do not 
know how in the world we would keep it from coming across the 
Internet if we closed down every Internet prescription shop in 
America. Any comments, any thoughts? 

Mr. Fernandez. I cannot answer that question, but I would ask 
the good doctor here, we do know who produces OxyContin. Is it 
just one company? 

Dr. Meyer. OxyContin is only produced by one company, but 
oxycodone has many sources and I do not, as the U.S. regulator of 
drugs, we do not have a good handle on, say who might produce 
it in India, unless it is for a U.S. manufacturer. 

Dr. Norwood. Well, this is so profitable even though I do not 
know where the company is that produces OxyContin, but it is so 
profitable, if we shut that company, or control them tight, it is 
going to pop up somewhere else. 

Which is part of my point of this hearing. The Dilaudid, look I 
remember when people were trying to come in and get Dilaudid. 
Now they want OxyContin. Though I never prescribed OxyContin 
it seems to work really well for pain relief, which means it also 
works really well for the people who would abuse it. That is why 
they want that today, that is the popular one today. It used to be 
Percocet, Percodan. You guys have been around long enough to re- 
member when that was. But we have to — I think it ought to be a 
State program, Congressman Mica, maybe under a Federal um- 
brella, because we have to cross State lines. You have to be able 
to — if you are going to stop doctor shopping they cannot come to 
three doctors in Augusta, GA, cross the Savannah River and go to 
three in Aiken, SC, without us having some handle on that. 

Part of the difficulty is how do you do this with privacy. But 
somewhere, somebody, has to collect this information and it has to 
be electronic and automatic, they do it now anyway. They imme- 
diately send out electronic messages to get paid from the phar- 
macist. That same message could go to some collecting point, so 
that we do know and you could know in the State of Florida. You 
pick up abuses on that in 2 minutes. Do you need more — you need 
the penalties to be greater, do you not? 

Mr. Raffanello. Yes, absolutely. I have just two points I would 
like to make in response to your question 

Dr. Norwood. Please. 

Mr. Raffanello [continuing]. About out-of-the country sources. 
If past be prologue, in the past when we had problems with 
Qualudes — and we did a very efficient job in the United States ban- 
ning them — Mexican traffickers took to taking the precursor chemi- 
cals, took to using the pill presses, and did exactly that in Mexico. 
The Mexican and Colombian traffickers are very, very ingenious. 
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They will fill a void. If there is a need, they will fill a void. I think 
that eventually they would probably use the Internet or use 2,200 
miles of border. They will use whatever they perceive is a weak- 
ness to be able to do it. And that is something that could happen 
in the future and that is something that DEA, intelligence-wise, is 
looking at. 

Second, on 12 doctors with Medicaid, primarily Medicaid fraud 
is — I believe there are several other Federal agencies that have 
that initial responsibility. What happens in those scenarios is when 
they get to the point where they want to pursue a Title 21 offense, 
then they will call DEA and bring DEA in. But the vast majority 
of the time, the offense is initially discovered by the agency with 
the oversight of the doctor on the Medicaid program. 

So it is not — I do not have the manpower to be able to cover 
every doctor in Florida, and DEA does not have that kind of man- 
power, but the people with Medicaid oversight, if they see some- 
thing that does not look good, they will often call us. And if it is 
another Federal agency, they may have Title 21 authority, and 
they may do it themselves. 

Dr. Norwood. Have they called you about these 12 doctors? 

Mr. Raffanello. Not at this point. 

Dr. Norwood. Then they are not doing their job. 

Mr. Raffanello. If it were the Federal Bureau of Investigation, 
they have concurrent jurisdiction to Title 21. So they may decide 
to enforce that themselves, that is a possibility. I promise you that 
I will find out more about it. 

Dr. Norwood. Well, in conclusion, Mr. Chairman if I may, we 
can stop I believe immediately — not immediately but pretty quick- 
ly — the three problems you are talking about. Maybe robbery is a 
different subject. I know one time I caught a fellow trying to abuse 
the Percodan deal and we took care of that real quick. We had your 
folks over there immediately, and of course they tried to burn our 
office down after that, in a few weeks. I am just telling you how 
bad these people want these drugs, and they will do anything for 
it. 

But I think we can probably stop the problem of doctor shopping, 
I think we can stop prescription fraud, maybe we can never stop 
robbery. In the long term, at the end of the day, the real problem 
for us about people abusing and getting too many Schedule II 
drugs, is going to be just what we are talking about — it is going 
to be the Internet, and it is going to be foreign sources. And you 
guys are really smart and need to help me figure out how to do 
that. 

Thank you, Mr. Chairman. 

Mr. Souder. I think this Georgian is downplaying his own 
smartness. That is, I take it, a southern trait. A very smart man. 
Mr. Keller. 

Mr. Keller. Thank you, Mr. Chairman. Just to followup on 
something Congressman Norwood was hitting on. Mr. Fernandez 
we know from your testimony we have 12 physicians who have 
written over $15 million worth of Medicaid prescriptions for 
OxyContin, that is 9.5 million tablets. As of this morning anyway, 
the south Florida newspaper Sun-Sentinel, has known for 4 months 
who these people are, but as three Federal experts sit here today, 
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we do not have a clue if they have even been interviewed, any of 
these doctors by the DEA or FBI. 

Mr. Raffanello, what can you tell us about the future prospects 
with respect to these 12 doctors who have now been identified 
through public records, and a newspaper; will they at least be 
interviewed by some law enforcement agency? 

Mr. Raffanello. Let me say this, I have 22 officers in the State 
of Florida, and because I do not know about it, I am assuming the 
DEA is not part of it. I very well may find out that we are. I have 
not read the article, I am not familiar with it, I am not familiar 
with that incident, but all that aside I take responsibility for it, 
and I assure you that I will find out who has the investigation and 
they will be talked to. 

Mr. Keller. OK, I will tell you, that reminds me, you know, Sep- 
tember 11, we had 15 of the 19 highjackers came here from Saudi 
Arabia. We had one guy at the State Department that issued 10 
of those visas. Afterwards nobody talked to him. And I look at this 
situation — I do not know if we need new laws right now, maybe 
just some enforcement of the existing ones, and maybe they are 
being enforced and we just do not know. We have to get to the bot- 
tom of that. 

Let me ask you a question, Dr. Meyer, are there any specific 
marketing practices by the distributors of pharmaceuticals that you 
would like to see stopped with respect to OxyContin? 

Dr. Meyer. The FDA has actually found that the vast majority 
of the marketing of OxyContin specifically has been within our 
legal bounds. We have in two incidences cited them for deviating 
from acceptable practices, going beyond the labeling or not giving 
sufficient warnings about the misuse and abuse of the drug. 

I would say that the company itself has voluntarily elected not 
to directly market to consumers, and we wholeheartily agree with 
that. 

Mr. Keller. Does that mean they have not done any TV ads for 
OxyContin. 

Dr. Meyer. They have not done any TV ads. 

Mr. Keller. OK. 

Dr. Meyer. Right. 

Dr. Norwood. Would the gentleman yield? 

Mr. Keller. Yes, I will yield, Mr. Norwood. 

Dr. Norwood. As long as they do not market to the public, which 
I would be 100 percent against, and so I understand they are, too. 
We need to remember who they are marketing to. Actually they are 
talking to people and trying to encourage them to, and explain 
their new drug, who should know the pharmacology inside out, who 
should know the ill effects and particularly the addictive effects, 
and my view on that is that shame on the doctor who does not ex- 
plain that to their patient. It is not like they are being talked into 
using something they do not understand, they do understand, they 
understand the pharmacology of it. 

That is why I said earlier in my opening statement, the market- 
ing to a physician is not abnormal. Most drug companies do want 
you to use their particular product over another product, but they 
are not talking to people who totally do not know what they are 
being asked to use. So, I blame it on the doctor who does not ex- 
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plain it to their patient that we need to be very careful here and 
monitor that patient. 

Dr. Meyer. I would point out, Dr. Norwood, that I think I agree 
with a lot of what you are saying, pain management has changed 
greatly in the last 10 to 15 years. When I was licensed in the State 
of Oregon, we had a mandatary training in pain management prior 
to getting our license. That was about 12 years ago. A lot of what 
I was taught then is no longer believed to be true now, so the 
FDA 

Dr. Norwood. Thank goodness. 

Dr. Meyer. Pardon. 

Dr. Norwood. Thank goodness. 

Dr. Meyer. Thank goodness. I think the FDA in conjunction with 
DEA and others is supporting better education, because I believe 
that part of this is education. There is a need for physicians to bet- 
ter understand both the good points of these medicines, how to ef- 
fectively treat pain, how to screen for abuse and how to help pre- 
vent abuse as well. While I think a lot of physicians are very well 
educated in basic pharmacology, these are specialties or special 
skills that are not necessarily effectively taught in medical school. 
So it is really incumbent on us to continue the education efforts. 

Mr. Keller. Thank you, Dr. Meyer. 

I have one final question for Mr. Fernandez and Mr. Raffanello. 
The one common denominator from all the questioning from the 
various Congressman today seems to be that they are very inter- 
ested in having the Federal Government crack down on the prac- 
tice of selling OxyContin in similar drugs over the Internet. You 
seem to have a sympathetic Congress on this issue. Mr. Raffanello, 
let me start with you. Do you have any specific steps that you 
would like the Federal Government to take to crack down on this 
practice of selling OxyContin over the Internet? 

Mr. Raffanello. Yes, and thank you. I would like to do a review 
and find out what the existing laws are. As I explained before, you 
will run in to venue problems, prosecutorial venue problems. 

Second, that a condition of prescribing some controlled sub- 
stances that a physical exam be given, you cannot give a physical 
exam over the Internet. I think we can dispense with a lot of that 
if we review what we have and let it evolve to take in the fact that 
it is being exploited by crooks on the Internet. 

Mr. Keller. That sounds great, especially a physical exam re- 
quirement there. Mr. Fernandez, do you have anything to add to 
that? 

Mr. Fernandez. No, sir, I do not. I think that covers it pretty 
well. 

Mr. Keller. OK, Mr. Chairman, I will yield back. 

Mr. Souder. Thanks. 

I want to do a couple of followup things to make sure we have 
these in the record, because we kind of plunged right in with cer- 
tain implied things. Mr. Fernandez, it seemed from the chart I 
have heard some of the information that there are more OxyContin 
deaths than heroin deaths in Florida, at least there were in 2002? 

Mr. Fernandez. In central Florida, there were not, there were 
more heroin deaths. I really cannot speak well for the whole State. 
I kind of concentrate my efforts for seven counties. 
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Mr. Souder. OK, let us talk about central Florida for a second. 
The OxyContin deaths were approximating heroin or far behind? 
What is the extent of the OxyContin problem here in central Flor- 
ida? 

Mr. Fernandez. It is very bad and growing. And I think Con- 
gressman Mica mentioned it earlier, it has happened rapidly and 
I would like to think that it has peaked, but I do not think it has. 
Heroin is continuing to grow. 

Mr. Souder. Would you compare this to the other threats in the 
community here from the other narcotics? Is OxyContin, when you 
get addicted, there are more overdoses and it does not have as 
much violent crime related to it? Is there a tendency if you get this 
stolen OxyContin to peddle it, and do you have a dealer network? 
Or are the doctors in effect who are illegally doing this — give us the 
social consequence in the community and in hierarchy of trying to 
decide what your HIDTA focuses on where you see OxyContin? 

Mr. Fernandez. My HIDTA is not a good sounding board to be 
very honest with you. We concentrate on heroin, and we have a 
DEA led heroin task force that looks at strictly heroin. We have 
seen surprisingly little OxyContin tablets, we have not seized very 
many at all. I think it is for a couple of reasons. One I think it is 
because they come through doctors and the people that we put on 
the street, our task force do not look there. And I think it has 
moved in relatively small amounts. And we are constantly encour- 
aging our people to look at organizations and, you know, just bigger 
distributors. 

So far as the addictive abilities and what have you, certainly it 
is on par with heroin. 

Mr. Souder. Let me ask you something, Mr. Raffanello, do you 
see OxyContin as a greater problem in other parts of Florida, other 
than central Florida? I am trying to get a handle on — let me get 
to my end point here. Why is there not a HIDTA sub-task force on 
OxyContin, or a DEA task force on OxyContin in Florida that is 
pursuing this? 

Mr. Raffanello. Because, OxyContin — our biggest threat in the 
State of Florida is heroin, and the heroin deaths exceed the 
OxyContin deaths. Our second biggest threat is methamphetamine. 
We have gone from 25 methamphetamine labs several years ago to 
over 250 this year. We have a different client that uses OxyContin 
and oxycodone. Unfortunately, sometimes a student or someone 
will cocktail, will take OxyContin with something else. Most of 
these oxycodone deaths are not based on oxycodone alone, it is part 
of what else is in their system. 

In the big scheme of things for us, it comes in third in this par- 
ticular area. And working with the same amount of people we have 
worked with as agents over the last 10 years, we have to prioritize 
to our biggest threat. It is not our biggest threat. 

Mr. Souder. I cannot remember where I saw it in the materials 
I was reading for the hearing that I thought it was in Florida that 
the OxyContin deaths exceeded the heroin. You are saying there 
are poly drugs? 

Mr. Raffanello. That is correct. 

Mr. Souder. Are you saying deaths exceed it? 
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Mr. Raffanello. No, it is not deaths, it is addiction, it is people 
in emergency rooms. If you just looking for the deaths, I believe my 
theory is correct, that it is still heroin deaths that, unfortunately, 
are the No. 1 here. But methamphetamine, because of the endan- 
gered children — we are trying to cover all three; oxycodone, at this 
point is not in their league. 

Mr. Souder. So you are saying basically that oxycodone is a dan- 
ger to the user predominantly? 

Mr. Raffanello. Yes. 

Mr. Souder. Whereas the difference with meth, even though as 
many people may not be dying, it is impacting the others in the 
home more? 

Mr. Raffanello. Communities, children, we do not even know 
what some of those chemicals do to the environment. 

Mr. Souder. How many people have to die and at what level 
does OxyContin have to become a problem here in central Florida, 
and Florida, before it becomes a part of a HIDTA request or a DEA 
request? 

Mr. Raffanello. Well, that is not our criteria. If we see an 
emerging trend, and we have, I only have somewhere in the vicin- 
ity of 25 diversion investigators for the entire State. And that also 
includes regulatory functions and that also includes inspection 
functions. So, quite frankly I am trying to cover a large State with 
a relatively small amount of people. 

Mr. Souder. One of the things, however, it does not prohibit ei- 
ther the HIDTA or the DEA from requesting to headquarters, and 
then the headquarters can request to Congress and put the blame 
on us, if we have not funded, which is part of the problem. We have 
not necessarily funded — we rail against all the different problems 
and then do not necessarily adequately fund them. 

But, in trying to sort through, it has clearly been an emerging 
problem, and I am trying to figure out why there has not been a 
focus or it seems to — but I have some problems similar in Indiana. 
We just did a meth hearing on Friday, but we also just had a major 
arrest of somebody who — the biggest series of bank robberies in the 
tri-State area I cannot remember if it was 20 banks or 30 banks. 
Some violent bank robbers were stealing money to buy OxyContin. 

Also, some of that was not just banks — a few were banks, most 
of them were pharmacies. And they were very violent robberies of 
pharmacies related to OxyContin, which is another side thing that 
is happening if we cannot get doctors to prescribe it. But we need 
to look at this, because clearly this has been a big focus. And we 
have to have focus which I do not believe is the case in the law 
enforcement side, but let us just say there is not. I am going to say 
this as a Member of Congress who is perceived correctly as being 
friendly to the pharmaceutical industry, who is friendly to the med- 
ical industry, who believes that malpractice insurance is already 
driving doctors out of business and unwilling to cover certain peo- 
ple, and we have to figure out how to deal with medical mal- 
practice. 

But, there is a general perception in the public that to some de- 
gree the pharmaceutical companies are keeping us from correctly 
and aggressively addressing the subject when it comes with a legal 
drug. And when we are hearing in places like Florida, where this 
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is exploded, that we do not even have a request on the table for 
a task force. It is a little troubling. Because somewhere in the 
country — you said you had a national task force, but I do not un- 
derstand it. Some Members — there is a rumbling in Congress about 
the concerns about this too. And some internal arguing among 
Members. 

Mr. Raffanello. I believe that in 2004, we do have a significant 
plus something diversion investigators, and what we have learned 
and what we try and do in the field is to try and use State and 
local partners as force multipliers, and we have been fairly success- 
ful. And that is the reality of it, we do not have nor could we ask 
you for the amount of agents that it is truly going to take. So we 
have formed alliances with our police partners and with our State 
people, the FDLE here. 

The chief in Lake Mary sits on the narcotics and dangerous 
drugs of the International Chiefs of Police. We have been working 
with them to roll these things out. But it takes manpower, and it 
takes a little bit of money, and it takes time. 

Mr. Souder. Congressman Mica had the subcommittee in here, 
he mentioned and I mentioned back when we believe it was now 
Speaker Hastert, chaired this subcommittee, because there has 
been a string of heroin overdoses in the school systems in this area, 
like there was in Plano, TX. And at that time there was not much 
focus on heroin. So part of our goal through this is to help us focus 
on this, but it is kind of frustrating. I want two other quick things. 

One, to followup on Mr. Keller’s question on advertising, and 
marketing, which many of us who are free market are very con- 
cerned about having restrictions placed on companies and their 
abilities to market. And it is — I am greatly relieved to hear about 
public advertising. But I am unclear a little bit on even marketing 
to doctors and pharmacies. Should there be and are there different 
standards in Schedule II, or is there any kind of mechanism inter- 
nally in FDA that would have DEA and law enforcement agencies 
saying this drug is being abused at X level? And what we heard 
today was no drug has been abused at this level, and this is a pri- 
mary problem. So do we have any kind of trigger or should we have 
a trigger internally that says when that happens that there is now 
a further restriction on internal promotion and how that promotion 
is done? Because the inherent conflict in the free market is that 
somebody wants to increase their sales, not decrease their sales. 

Now if there is medical malpractice problems and it is going to 
push up doctors’ liability cost if they prescribe this drug, and then 
other patients are paying for it all over the place. So, you could 
even have a contradiction where you have a company pushing 
something that is driving up everybody’s total health cost, because 
somebody is promoting something that has a higher level of risk. 
Do we have any current systems that restrict or put hard warnings 
on that are mandatory on the company? You mentioned a little 
black box on the thing, but frankly, a little black box on the bottle 
is not going to deter an addict. 

Dr. Meyer. Right. Let me answer that, and I think it is a several 
part answer. First of all, there is no difference in the FD&C Act 
between how we regulate the promotion of Schedule IIs versus any 
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other drug, so I think that was part of your question there, there 
is currently no difference. 

Mr. Souder. And even after abuse if there is additional warn- 
ings, then there is no legal thing we would all be. 

Dr. Meyer. There is no legal; right. We do internally of course, 
especially with knowing what we know about these, but even with 
other Schedule II drugs, we do pay closer attention to those in our 
survey of the marketing practices, than we would for drugs with 
less potential harm if they are misused, for instance. 

With regard to the black box warning it is absolutely essential, 
and I made the point during my testimony, that labeling informs 
the marketing, and one of the things that is necessary in market- 
ing a drug with a box warning is that box warning be prominently 
displayed in any marketing of it. So it is not just on the bottle, it 
is not just in the package insert that the pharmacist throws away, 
but it is actually a part of labeling. And in fact one of the enforce- 
ment actions we took against the manufacturer back in I believe 
in 2001, they ran a JAMA ad in the Journal of American Medical 
Association where we felt they had not properly displayed those 
warnings and we took action against them and they had to do a 
corrective advertisement to rectify that situation. 

Mr. Souder. We clearly have a new problem in society and that 
is our labeling which is correct in trying to run on TV ads and 
other things. Now you see these TV ads that basically say this drug 
will make you smile more, by the way you can get liver cancer or 
heart disease, die of lung cancer, this and this, but you will smile 
more. And people are becoming immune to the labeling, let alone 
hard addicts, and we are going to have to deal with something be- 
yond the labeling because we are kind of now not able to distin- 
guish the levels of risk and the intensity of risk. And it is a new 
challenge for Congress. 

Mr. Mica, did you have any additional questions? 

Mr. Mica. Yes, just a couple of quick questions. 

Mr. Souder and I participated in the development of a billion dol- 
lar drug education program that is now in effect, we have had some 
problems with it and we still are trying to work that out. 

Dr. Meyer, you testified that education is important in this proc- 
ess. I am wondering, Chairman Souder, if we have a disconnect be- 
tween this program that we helped create and what is happening 
on the streets and in our communities. Do you report in any way 
or recommend to the Office of National Drug Control Policy any — 
do you provide any recommendations in the education program 
based on what you are seeing happening and problems out there, 
because you said education is an important part — do you have any 
working relationship with that program, or the director? 

Dr. Meyer. I would have to check to answer that, I personally 
do not know the answer to that. I would be happy to get you an 
answer. 

Mr. Mica. And then the other thing would be from law enforce- 
ment. Now, you are only within the State and Miami, but DEA 
also, do you know any mechanism they have with ONDCP on get- 
ting information on what is currently happening to our education 
program, and those that are developing the educational message 
that we are paying a lot of taxpayer bucks to get out? 
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Mr. Raffanello. We do have an executive DEA agent who sits 
on Director Walters’ staff, at ONDCP. 

Mr. Mica. And you feel you are getting adequate information, 
but it does not sound like you are staying up with the information 
if you are from south Florida and we have 12 doctors on our Medic- 
aid program that are milking the hell out of a Federal system, ac- 
tually participating in the abuse problem, that gives me great con- 
cern. I have sat on this subcommittee longer than anybody. I think 
when Ed Towns was one of the predecessors — we have changed the 
title slightly — people went bananas when we had overbilling of pa- 
tient’s taxi service in south Florida, they were milking the billing 
of the taxi service for Medicaid patients. And here we actually have 
the program being used to produce and divert, what is it, Schedule 
II narcotics and our three panelists and it is sort of que paso; no- 
body knows what is going on. 

I am going, when we get to McDonough, our State drug czar, 
head of ONDCP, we will have some more questions, but we need 
to get a little bit better coordination between the agencies and also 
focus on sort of the bad apples in this process. And I look forward 
to the recommendation I have asked for. 

Mr. Raffanello. I am very happy to report I was just told by 
one of my people here that we are a part of the 12 doctor investiga- 
tion. That fact that we were not mentioned in the paper really does 
not surprise me. 

Mr. Mica. Well, what surprises me is that you do not know and 
we do need a better connect. Again, if we can go after people who 
are overbilling for patient taxi service, we sure as heck can go after 
them if they are diverting illegal narcotics that are killing our 
young men and women in the State and across the country. 

I yield back, Mr. Chairman. 

Mr. Souder. Mr. Norwood, do you have anything more? 

Dr. Norwood. Just very briefly, Mr. Chairman. And I would rec- 
ommend to you that you see the JAMA ad that Dr. Meyer is refer- 
ring to. My personal opinion was they were — the FDA was stretch- 
ing it just a little bit, but I think it would be valuable to you to 
see, so you can see exactly what they were considering a major 
mistake. 

I have just one statement and I would like to know if you guys 
agree with it. Heroin is illegal in Florida, but heroin is your No. 
1 problem. If we were to make the manufacture of OxyContin ille- 
gal, it would still be a problem, it would only be a problem at the 
borders more so than in the pharmacies. It would be a problem still 
on the Internet. 

If we were some way able to stop OxyContin from ever coming 
into this country, then we would again be back to dealing with 
Dilaudid, Percocet, Percodan and things like that. And I want to 
first see if you agree with that statement. Do you believe what I 
just said would be correct? Yes, sir. 

Mr. Raffanello. If we outvote it, I believe it would come from 
outside the country or through the Internet from other countries, 
absolutely, someone would fill the void with all of the above. If you 
could not get it internally, than you see other drugs you could get, 
abused to a higher level to make up the difference. 

Dr. Norwood. As it use to be prior to OxyContin. 
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Mr. Raffanello. This is not a new phenomenon, people have 
been abusing prescription drugs since we instituted prescription 
drugs. It is just that now there is a lot more information out there 
on it. 

Dr. Norwood. And my concern is that we be very, very careful 
and not take away this, particularly I guess for cancer patients in 
the country. And if you outlaw it totally then the patients who ac- 
tually need it and are using it correctly no longer have it available; 
only those who are abusing it will have it available. So all I am 
saying, Mr. Chairman, is we have to be very careful how we handle 
this problem. 

And I yield back. 

Mr. Souder. I appreciate that, and as we tackle a couple of 
things, it is just like what we had on our meth hearing on Friday, 
and some of our meth hearings are emerging drugs. In Indiana, for 
example, meth has doubled each of the last 4 years in a row. And 
there are ones that are growing, there are some that are relatively 
stable. I think it is fairly safe to say we do not have control of the 
south border yet, and the Carribean or the south border. 

But as we think more progress, particularly on things coming 
through airports and through UPS, FEDEX searches and we get 
better control of our borders, which if we are going to have home- 
land security we have to do. Than we have to watch for things that 
we are doing internally as well, that they do not become a replace- 
ment. So if in fact we are successful in pushing Afghanistan and 
Colombia on the heroin question, that we do not have methamphet- 
amine and then OxyContin replace those drugs of choice. And think 
ahead 3 to 5 years or 10 years. We also ought to at least have the 
social stigma on something that is dangerous and make sure, be- 
cause part of what happened, like what is happening on so-called 
medical marijuana which is a substance inside marijuana that if 
you get something that is an illegal drug labeled as a good drug 
it becomes much harder. And what we have to do is separate it in 
the case of some of these things, that they are controlled, that only 
under managed use can you get them. 

And what we are debating here is something that was widely 
spread that is now becoming more tightly managed and how, as a 
society, do we rein it, when at the very beginning we did not under- 
stand the nature of the risk, as I understood. That still has a huge 
benefit in this case and in high risk case, and we are going to face 
this and more. But if we are successful in border control, we have 
to watch about the replacement. 

I thank each of you for your testimony. We will have some addi- 
tional written questions. If you want to submit anything else for 
the record, feel free to do so. 

If the second panel could now come forward. The second is the 
Honorable James R. McDonough, director of the Florida Office of 
Drug Control; Dr. Stacy Berckes, Board Memeber, Lake Sumter 
Medical Society; Mr. Jack E. Henningfield, Ph.D., Pinney Associ- 
ates, on behalf of Purdue Pharma; Ms. Theresa Tolle, president of 
Florida Pharmacy Association. Mr. Mica. 

Mr. Mica. Mr. Chairman, while the next panel of witnesses are 
being seated, unfortunately the Honorable Burt Saunders, the 
State Senator, District 37, and chairman of the Florida Senate 
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Committee on Health, Aging and Long Term Care, because of an- 
other emergency situation is not able to be with us today. He has 
notified the subcommittee. So I ask unanimous consent that his en- 
tire statement be made part of the record. 

Mr. Souder. Without objection, so ordered. 

[The prepared statement of Mr. Saunders follows:] 
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Testimony of Florida State Senator Burt L. Saunders 1 
Before the Government Reform Committee 
Subcommittee on Criminal Justice, Drug Policy and 
Human Resources 

Monday February 9, 2004 
Winter Park, Florida 

Good Morning Chairman Souder and Members. It is a privilege to appear before the 
Subcommittee on Criminal Justice, Drug Policy and Human Resources today to discuss 
prescription drug abuse. Thank you for devoting the time to understand and contend with 
these complex issues, and for holding a hearing in this state to gain the Florida perspective. 
Florida, like many other states, is facing adverse consequences from drug over-prescribing - 
the consequences being shattered and lost lives, as well as lost fiscal resources. Your 
subcommittee’s efforts to tackle the difficult and oftentimes tragic problem of prescription 
drug abuse are of paramount importance to Florida. I am here today to specifically address 
how these issues relate to Medicaid prescription drug fraud that costs the federal and state 
governments hundreds of millions of dollars annually. 

Immoral or illegal acts by a handful of providers, patients, drug addicts and profiteers cause 
serious, sometimes deadly, consequences. Prescription drug abuse is part of an insidious 
cycle. Data suggest that 1/3 of all illicit drug use in America involves the improper use of 
prescription medications. There are literally millions of Americans abusing prescription 
drugs. Many of these drugs are available through state and federal programs. In the realm of 
Medicaid prescription drug fraud, we find overzealous pharmaceutical companies, pill- 
pushing doctors, illegal practices by pharmacists, and fraudulent behavior by Medicaid 
recipients. Florida’s commitment to battle these practices is strong and unwavering. 
However, without federal attention and action, no state can meet these challenges effectively. 

I. Background 

Medicaid is a federal entitlement program that has both mandatory and optional components 
for states to follow. Currently, Florida’s Medicaid budget is $12.5 billion. The Prescribed 
Drug portion of this budget is $2.3 billion. The Federal government currently contributes 
61.88% of this total for Florida (58.93% Federal Medicaid Assistance Percentage plus a 
2.95% supplemental through June 2004). Florida’s general revenue contribution to the 
Medicaid Prescribed Drug program will be approximately $877 million for our fiscal year 
ending June 30, 2004. 

Medicaid fraud has been a high profile problem for many years. Dollars are drained off 
through fraud which should be used to benefit those people the program was designed to 
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benefit. Fraud can be perpetuated by Medicaid providers, non-Medicaid providers, clinics, 
pharmacists, drug companies, Medicaid recipients and industrious entrepreneurs. 

Recognizing the high costs associated with Medicaid fraud, a select subcommittee of the 
Health, Aging, and Long-Term Care Committee in the Florida Senate investigated Medicaid 
fraud two years ago, which resulted in significant statutory changes and a major commitment 
of state resources to prevent and to prosecute Medicaid provider fraud in general. Florida 
continues to refine and implement initiatives arising from that select committee’s work. The 
2003 Florida Legislature enacted groundbreaking legislation to clean up the drug wholesaler 
industry. 1 2 In the coming months we anticipate enacting legislation to establish an electronic 
monitoring system for the prescription of controlled substances. 3 

In early December 2003, the South Florida Sun-Sentinel ran a series of news articles 
regarding the over-prescribing of narcotics. The series was multi-faceted and offered 
segments about all participants in the fraud - doctors, clinics, pharmacists, patients, addicts 
and pharmaceutical companies. About the same time those articles ran, the Seventeenth 
Statewide Grand Jury issued its Second Interim Report, entitled “Report on Recipient Fraud 
in Florida’s Medicaid Program” (Case Number SC02-2645). This report also examined the 
problem from many angles - the providers, the recipients, the buyers, and the pharmaceutical 
companies. The Statewide Grand Jury made a series of findings and put forth many 
recommendations for action by the Florida Legislature and for the Florida Agency for Health 
Care Administration. 

II. Florida Senate Select Subcommittee on Medicaid Prescription Drug Over- 
Prescribing 

The Statewide Grand Jury Report and the media highlighted that prescription drug over- 
prescribing presents unique problems in the context of the Medicaid system. As Chairman of 
the Florida Senate Committee on Health, Aging, and Long Term Care, I asked Senators David 
Aronberg and Mike Fasano to serve with me on a new Select Subcommittee on Medicaid 
Prescription Drug Over-prescribing and Fraud. This select subcommittee is investigating 
issues raised by the Sun-Sentinel and other media sources, as well as the findings and 
recommendations contained in the Statewide Grand Jury Report. 

The select subcommittee has conducted three public hearings in Tallahassee and one in 
Orlando on the topic of Medicaid over-prescribing and fraud, with the goal of identifying the 
problems and solutions to be recommended to the full Senate Health, Aging, and Long-Term 
Care Committee. Public testimony at these hearings was offered by persons who felt drugs 
such as Oxycontin must be made available for legitimate health care needs, while others 
proposed that the lack of controls on doctors who prescribe the drugs and inadequate labeling 
can lead to more tragic deaths. 

In addition, representatives from several state agencies including the Department of Health, 
the Agency for Health Care Administration, the Office of the Attorney General, the 
Department of Law Enforcement and the Office of Drug Control have testified before the 


1 CS/CS/SB 2312, “Prescription Drug Protection Act", Ch. 2003-155, L.O.F. 

3 CS/SB 580, “Controlled Substances”, 2004. 
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select subcommittee. These agencies discussed which areas of the Medicaid program fall 
under their jurisdiction and their individual and collective efforts to combat Medicaid fraud. 
We have heard also from spokespersons for the Florida Medical Association, pharmacists, the 
pharmaceutical industry, and other private entities. These representatives presented testimony 
on the various components of the Medicaid drug over-prescription fraud cycle, from the role 
of the pill-pushing doctor, to the unscrupulous pharmacist, to the overzealous drug marketers, 
to the AIDS patient without hope selling his or her expensive drugs on the street for fast cash 
rather than more time. 

As a result of this testimony and the reports cited below, legislation designed to address some 
of these issues at the state level has already been filed for consideration by the Legislature. 
Other state legislation is being developed, too. 

III. Findings and Recommendations by the Statewide Grand Jury 
The Statewide Grand Jury studied the diversion of tens of millions of Medicaid dollars worth 
of prescription drugs by large numbers of Medicaid recipients. The Statewide Grand Jury 
found that there are few, if any, consequences to Medicaid recipients who sell their expensive 
medications to illegal drug wholesalers. 

According to the report, “efforts to deal with the problem of recipient fraud have been 
hampered by the lack of effective state statutes, federal limitations that restrict Florida’s 
attempt to control this fraud, and a lack of awareness by some state and federal officials of the 
extent of the problem of recipient fraud. The result is the waste of hundreds of millions of 
dollars, exploitation of Medicaid recipients, and the tainting of our supply of critical 
lifesaving medication.” 4 Accordingly, the Statewide Grand Jury further found that “the 
societal cost of this illicit trade in pharmaceuticals cannot be overstated.” 5 

Testimony was presented concerning Medicaid recipients selling large quantities of medicine 
on the streets. According to the report, one illegal wholesaler bought and sold approximately 
$2.4 million in Procrit, Epogen, and Panglobulin 6 , most of which came from Medicaid 
recipients, in just three months. 

The Statewide Grand Jury discussed the fact that the proliferation of infusion clinics has 
provided another way for Medicaid recipients to sell their drugs. Some infusion clinics recruit 
Medicaid recipients by offering them a small payment. The recipient is directed to a 
particular pharmacy, which then delivers the drugs in smaller doses (rather than one dose) 
directly to the clinic. The clinic turns around and sells the remaining doses on the black 
market. The pharmacy, however, bills Medicaid for all of the doses of drugs. The clinic then 
infuses perhaps one dose of the diluted drugs or in some instances, unbeknownst to the 
patient, simply infuses saline solutions into the Medicaid recipient. The clinic profits from 
the re-sale of the diverted drugs; and while the Medicaid recipient receives a small bribe for 


4 Second Interim Report, Seventeenth Statewide Grand Jury, “Report on Recipient Fraud in Florida’s Medicaid 
Program” (Case Number SC02-2645), p. 2 

5 Id at p. 3. 

6 These drugs are used to treat anemia associated with chronic renal failure, kidney disease, cancer or 
HIV/AIDS. 
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his or her participation, the patient is oftentimes not receiving any of the drugs that are 
medically appropriate. Thus, the losses are two-fold. First, some of our Medicaid recipients 
are receiving bad health care. Second, tax dollars that could be used elsewhere are being used 
to pay providers and recipients for drugs that are prescribed, bought, sold, and used 
fraudulently. 

The Statewide Grand Jury reviewed how some criminals have recruited Medicaid recipients 
to pretend to have AIDS by using imposters to take blood tests for them. One such Medicaid 
recipient received over $600,000 in AIDS medications by falsely claiming to have AIDS. In 
some instances, corrupt labs either exaggerate a Medicaid recipient’s illness or completely 
falsify lab reports to come up with a phony AIDS diagnosis. Though these are often not 
Medicaid approved labs, Medicaid does accept lab reports from non-Medicaid labs to 
document the diagnosis. The Florida Agency for Health Care Administration does not require 
a second opinion or follow-up lab work to verify the initial diagnosis. 

The Florida Agency Health Care Administration has made efforts to curtail the abuse of some 
drugs by restricting the uses for which they can be prescribed. Often one step ahead, some 
providers will just change the diagnosis to fit the desired drug. For example, the Statewide 
Grand Jury found instances where some doctors have falsely diagnosed AIDS patients with 
chronic inflammatory demyelinating polyneuropathy 7 (CIDP) as a means to avoid regulatory 
restrictions on expensive drugs. 

One Miami-Dade clinic claims to have treated 132 patients with CIDP, and billed Medicaid 
for over $2.3 million in 10 months. Most of these phony claims, according to the Statewide 
Grand Jury report, could have been avoided if Medicaid simply required a second opinion, as 
does the Veterans Administration. 8 

The Statewide Grand Jury concluded, “while drug diversion is only part of that fraud, the 
other societal costs of diversion - dollars lost to the system, the exploitation of recipients, the 
tainting of our pharmaceuticals - leaves too much at stake for Florida taxpayers to be content 
to chase after the fraud. [The] Agency for Health Care Administration must make greater 
efforts to get ahead of this fraud and stop it before it starts. We are confident that the 
Legislature will recognize the seriousness of the problems that we have identified and will be 
supportive of Agency for Health Care Administration’s efforts to address this fraud with 
renewed vigor.” 9 

At the conclusion of the report, the Statewide Grand Jury issued a series of recommendations 
to the Florida Legislature and to the Agency for Health Care Administration. Many of these 
proposals can be accomplished under current state and federal law. Some, however, require 
changes to state law, while others could be realized after changes to federal law. 


7 CIDP is a neurological disorder characterized by progressive weakness and impaired sensory function in the 
legs and arms, diagnosed more often in young male adults than other groups. Treatment for CIDP includes 
corticosteroids such as prednisone, which may be prescribed alone or in combination with immunosuppressant 
drugs. Plasmapheresis (plasma exchange) and intravenous immunoglobulin (IVIg) therapy are effective. 

8 This requirement may contribute, however, to long waits for medical care in order to get prescriptions filled in 
high volume facilities or rural areas. 

9 Statewide Grand Jury Report, p. 39. 
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IV. Media Reports 

As mentioned, the South Florida Sun-Sentinel ran a series of investigative reports entitled 
“Drugging the Poor”. According to the news articles, some very unscrupulous physicians are 
writing prescriptions for literally millions of dollars worth of dangerous narcotics for a few 
patients that are selling these drugs to street addicts and drug dealers for resale. Many 
Medicaid recipients go from doctor to doctor and pharmacy to pharmacy collecting incredible 
amounts of narcotics for this illicit trade. The tragic results of this illegal provider and 
recipient activity have been highlighted recently by reports of numerous deaths resulting from 
drug overdoses. 

Investigations focusing on pharmaceutical companies’ roles, rather than provider or recipient 
fraud, have also been ongoing. These inquiries tend to be handled in multijurisdictional, 
judicial forums and are often centered on fraudulent marketing practices or illegal pricing 
activities. Certain fraudulent practices by pharmaceutical companies fall under the 
jurisdiction of the Office of the Attorney General, Medicaid Fraud Control Unit, and are 
subsequently addressed in their proposals below. 

V. Proposals for Federal Action 

The need for coordination and cooperation among state and federal agencies, as well as 
providers, pharmacists and the drug companies, cannot be overemphasized if society is 
genuinely determined to stop this cycle of abuse. State agencies, while committed to do their 
part in combating the perils of drug abuse, have ascertained that their efforts could be vastly 
enhanced if certain federal barriers were removed. Below is a listing of proposals offered by 
the Agency for Health Care Administration and the Office of the Attorney General that would 
require revision of federal laws or regulations. 

A. Florida Agency for Health Care Administration 

The Agency for Health Care Administration administers the Medicaid program in Florida. It 
does not determine eligibility for Medicaid nor does it prosecute fraud claims. It does, 
however, have several internal controls and practices that guard against and detect fraudulent 
activities relating to the Medicaid program. 

1. Recipient Fraud 

To combat recipient fraud, Congress should amend 42 U.S.C. 1320a-7b to include that the 
administrator of a Federal health care program may limit, restrict, or suspend the Medicaid 
eligibility of individuals convicted of offenses under state law for acts involving federal health 
care programs, including the following: drug trafficking; trafficking in other goods and 
supplies paid for by Medicaid; illegal use of a Medicaid identification card; illegal transfer of 
a Medicaid identification card; doctor shopping for the purpose of illegally obtaining 
controlled substances; altering a prescription; intentionally receiving duplicative, excessive, 
contraindicated or conflicting health care services for personal gain; and misrepresenting 
symptoms or conditions to receive unnecessary medical care, goods or supplies. 

In addition, Congress should authorize the imposition of fines, longer periods of suspension, 
and termination of Medicaid benefits for individuals convicted of offenses set forth in 42 
U.S.C. 1320a- 7b. 
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Congress should also authorize the administrator of a Federal health care program to impose 
fines and penalties (including restriction/suspension/termination of benefits) upon the 
conviction in state or federal court of an individual for acts involving federal public assistance 
programs. 

Through federal legislation or state rulemaking, types of convictions that affect Medicaid 
eligibility should be defined, and penalties applied as appropriate. For example, a conviction 
for altering a prescription could be considered a “Level 3” conviction affecting eligibility, the 
penalty being a restriction of benefits for a period of time deemed reasonable according to the 
nature of the offense. Restrictions could include denial of payment for certain classes of 
drugs. A conviction for illegal use of a Medicaid identification card could be considered a 
“Level 2” conviction affecting eligibility, the penalty being suspension of all Medicaid 
benefits for a reasonable period of time. 

Another method of combating recipient fraud would be to amend federal legislation to 
authorize an administrative remedy process for Medicaid, which would allow for more 
coordinated action between the Agencies in taking action for beneficiary fraud and abuse, and 
would allow for a less costly and complex process for levying sanctions than the criminal 
process. Through federal legislation or state rulemaking, the restriction, suspension or 
termination of benefits, restitution or imposition of fines would be allowed. 

2. Lock-In Programs 

Congress should amend federal legislation to grant broader authority to states to limit 
Medicaid beneficiaries’ freedom of choice of providers to preferred/enrolled providers, and to 
expand a state’s ability to limit provider networks through expedition or elimination of the 
1915(b) waiver process. 

Under Section 1915(a) of the Social Security Act, and 42 C.F.R. 431.54, states are permitted 
to enroll beneficiaries suspected of fraud/abuse/misuse of benefits into a pharmacy or 
physician lock-in program. However, 1902(a)(23) of the Social Security Act provides that 
Medicaid eligible beneficiaries must be allowed to obtain benefits from any willing and 
qualified provider. Notwithstanding the provisions in 1915(a), waiver of this section is 
permitted through 1915(b) of the Social Security Act; however, the waiver process is 
burdensome, both on time and resources. 

3. Provider Networks 

Congress could ensure clarity and consistency in this matter by modifying 1902(a)(23) “Any 
Willing, Qualified Provider” provisions, and other pertinent provisions of the Social Security 
Act, to set forth states’ rights in the area of provider network controls. This process would be 
further streamlined by expanding states’ ability to limit provider networks through expedition 
or elimination of the 1915(b) waiver process. 

Section 1 902(a)(23) of the Social Security Act provides that beneficiaries may obtain services 
from any qualified Medicaid provider that undertakes to provide the services to them. There 
appears to be an exception to the general freedom of choice rule in 42 U.S.C. 1396n, which 
provides that a State may impose certain specified allowable restrictions on freedom of 
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choice; however, the federal law is not clear on exactly what restrictions may be imposed. In 
addition, although federal regulations, specifically 42 C.F.R. 431.51(c)(2), provide that states 
may interfere with a beneficiary’s freedom of choice by "[s]etting reasonable standards 
relating to the qualifications of providers, " it has been left up to courts to determine what are 
“reasonable standards.”Some of the reasons for restricting provider enrollment that have been 
deemed reasonable by courts include (1) the protection of beneficiaries by allowing the state 
to exercise some degree of control over providers, (2) assisting the state in properly allocating 
scarce public resources, (3) preventing fraud, and (4) promoting good service. 

Although courts have interpreted federal “any willing provider” provisions in various ways, 
the language of the current federal statutes limits states’ options in restricting willing and 
qualified providers from participating in Medicaid. Section 1915(b) of the Social Security 
Act allows for waiver of 1902(a)(23) through a formal application process, which is often 
burdensome and costly to states. 

4. Provider Over-Payments 

The state is at a fiscal disadvantage because it must refund the federal portion of the provider 
overpayment before the collection process has been completed. Upon discovering that it has 
overpaid a provider, the state Medicaid agency must report the overpayment to the Centers for 
Medicare and Medicaid Services (CMS). Under 42 C.F.R. 433.316(d), the state must refund 
to CMS the federal portion of the amount owed by the provider at the same time the 
overpayment is reported. This occurs at the time a state Medicaid official determines that an 
overpayment has been made. However, because of provider appeal rights and the hearing 
process, the amount refunded to the CMS may not be recouped from the provider by the state 
Medicaid agency. 

Collecting debts owed to the state is a difficult process. For various reasons (bankruptcy, 
refusal to pay, imprisonment of debtor) the amount billed on the Final Audit letter may not be 
collected. Additionally, the amount due may be reduced by the Appellate process. This 
dilemma could be avoided by revising federal law to allow for the recording and refunding of 
the overpayment at the time all appellate and collection efforts are exhausted. This would 
require changing the CFR reporting requirements from “date of final written notice” to “the 
date of the final notice of amount due that a Medicaid agency or other State official sends to 
the provider in which no appeal is pending or after resolution of the appellate proceeding." 

5. Bankruptcy 

Oftentimes, when agencies pursue sophisticated perpetrators of fraud, the party will declare 
bankruptcy under federal bankruptcy laws to shelter his or her assets. Under federal law, 
Medicaid overpayment claims are unsecured claims in the bankruptcy of a provider. [ 1 1 
U.S.C. §§ 101(5), 506] 

• Medicaid overpayment claims are not granted a priority over the claims of other 
creditors. [11 U.S.C. § 507] 

• Whether the case is a Chapter 7 liquidation. Chapter 1 1 reorganization, or Chapter 13 
individual payment plan, Medicaid only receives a pro rata share of the distribution to 
general unsecured creditors. [11 U.S.C. §§ 726, 1129, 1325] 
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• In bankruptcies under Chapters 7 or 11, a bankrupt Medicaid provider may not 
discharge liability for Medicaid overpayments obtained by fraud, false pretenses, false 
representation, or larceny. [11 U.S.C. §523(a)(2), (4)] However, to enforce these 
exceptions to discharge the State would have to bring a separate suit against the debtor 
in the bankruptcy court, waiving the State’s sovereign immunity on these issues. 

• Debtors may discharge liability for Medicaid overpayments obtained by fraud in 
Chapter 13 individual payment plans, except for those restitution liabilities imposed 
by a criminal conviction. [11 U.S.C. §1328] 

By making the following changes to federal bankruptcy laws, states would improve their 
ability to collect overpayments: 

• Create an exception to discharge under 1 1 U.S.C. §523 providing that Medicaid 
overpayments determined in State civil, criminal, or administrative proceedings may 
not be discharged under 11 U.S.C. §§ 727 and 1141, and must be paid in full for a 
debtor to receive a discharge in a Chapter 1 3 case. 

• Modify the automatic stay under 11 U.S.C. §362 to allow the State to pursue 
proceedings to adjudicate the amount of a Medicaid overpayment but not permitting 
collection of the overpayment other than by State law recoupment. 

• Modify the automatic stay under 1 1 U.S.C. §362 to acknowledge the rights of 
Medicare and the state Medicaid programs to recoup overpayments against current and 
future payments. 

• Modify 1 1 U.S.C. §507 by giving state Medicaid overpayments at least an eighth 
priority (above unpaid taxes) in payment. This will require payment in full or 
satisfactory treatment of all Medicaid overpayments claims prior to any payment to 
general unsecured creditors. 

6. Data Sharing 

Any efforts to identify and combat fraud must be served by accurate and valuable data. The 
role of technology in locating fraud sources is critical. An agreement is currently in place 
under which CMS will conduct a computer matching program with the Agency for Health 
Care Administration to study claims, billing, and eligibility information to detect suspected 
instances of Medicare and Medicaid fraud and abuse in Florida. CMS and the Agency for 
Health Care Administration will provide TriCenturion, a CMS contractor for the Medicare 
and Medicaid programs, records pertaining to eligibility, claims, and billing which 
TriCenturion will match in order to merge the information into a single database. Utilizing 
fraud detection software, the information will then be used to identify patterns of aberrant 
practices requiring further investigation. 

Although Florida is one of six states to participate in this matching program, this contract is 
only in effect for 1 8 months after the contract execution, expected to be in April 2004. The 
Agency believes that this national project should be made permanent and extended to all 
states to assist in identifying duplicate payments, duplicate services and much more. 

7. Federal Funding 

Currently, Medicaid Program Integrity (MPI) functions receive approximately 50% federal 
matching funds. The Medicaid Fraud Control Unit (MFCU) in the Office of the Attorney 
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General currently receives an enhanced federal match (75-90%) for its fraud functions. 
Federal matching for MPI functions should be increased to 90% federal matching for MPI 
system and other development activities, and 75% federal matching for MPI operations. By 
increasing the federal matching funds to align with that of MFCU, MPI would be able to 
increase its investigative abilities and resources to monitor aberrant billings and look at 
possible fraud and abuse in more detail. 

B. Office of the Attorney General 

The Office of the Attorney General (OAG) houses the Medicaid Fraud Control Unit (MFCU) 
and prosecutes provider and corporate fraud. This office has suggested the following changes 
in federal law that would greatly enhance its efforts to pursue and combat Medicaid 
prescription drug fraud. 

1. “Average Sales Price " definition 

A definition of "Average Sales Price" should be added to federal law analogous to the 
definitions of ASP provided in several current DOJ Corporate Integrity Agreements with 
manufacturers that arose from settlement negotiations (e.g., the recent Bayer and 
GlaxoSmithKline CIAs). The newly enacted Medicare pharmacy bill has a definition of 
"Average Wholesale Price" but it is not particularly helpful for anti-fraud purposes. Perhaps 
an amendment to that new AWP definition would be helpful. 

2. Price Certification 

Congress should formulate a federal requirement for manufacturer certification of the prices 
that they report to First DataBank. The State of Texas has required certification under state 
law for many years, and California is considering the same. A federal law requiring price 
certification would be very helpful. 

3. Identifier Codes of pharmaceuticals 

There appears to be some conflict between the legal requirements of the Food & Drug 
Administration and the Centers for Medicare and Medicaid Services (CMS) as to whether the 
unique identifier code of individual pharmaceuticals (the National Drug Code, or NDC) 
should be changed in the event the pharmaceutical is "rebottled" or "relabeled" after the 
manufacturer sells the drug. This is the process whereby very large containers of drugs are 
broken down into many, small, retail-distribution size containers. The FDA law appears to 
require the NDC to stay the same in the event of rebottling. Conversely, the CMS regulations 
seem to indicate that anytime a drug is rebottled, it need be assigned a new unique NDC. The 
significance of the matter centers in the federal/state Medicaid drug rebate program 
administered by CMS under 42 USC s. 1396r-8 (manufacturers pay a percentage of 
Medicaid's initial cost back to the states as a rebate). Rebottling increases the ultimate cost of 
the drugs, which increases the amount of drug rebate paid to the states. Manufacturers ignore 
the CMS law and hide behind the FDA law when paying rebate on rebottled drugs because it 
allows them to pay a lower rebate on an unchanged NDC. Thus, Medicaid pays for high- 
priced "small-bottle" dispensing, but the manufacturers pay lower-cost "big-bottle" Medicaid 
rebates. These inconsistencies should be addressed at the federal level. 
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VI. Consequences of Failing to Act 

The findings by the Statewide Grand Jury, the Sun-Sentinel and other media reports, the live 
testimony heard before the Florida Senate select subcommittee all depict a tragic state of 
affairs plaguing our public health care system. Unscrupulous people are profiting at the 
expense of other people’s misery. Failure to address these problems head-on will result in 
more dollars diverted from the poor and needy, and will result in more deaths. Efforts to meet 
these challenges forcefully yet fairly, while ensuring that the legitimate activities of providers, 
patients and others are not hindered, must be Herculean in their scope. 

In our search to develop solutions to Medicaid fraud, there is no desire to add unneeded 
regulations, impede the delivery of legitimate health care or inhibit the caring provision of 
pain management to those patients who genuinely need it. The state has made its commitment 
to accomplish this task by implementing policy changes, improving interagency coordination 
and communication, and enacting legislation where appropriate. However, our efforts will be 
magnified significantly if federal barriers to our goals are removed. 

VII. Conclusion 

Again, I very much appreciate this Subcommittee being here, focusing on these and related 
issues and listening to our concerns. It gives me great hope that we are on our way in dealing 
with the insidiousness of Medicaid fraud and prescription drug over-prescribing. As the 
Florida Legislature continues to seek ways to provide the necessary tools and resources to all 
entities having a role in this fight against illicit drug trafficking, we may identify additional 
federal barriers that we will ask you to examine. 

We welcome all opportunities to continue to partner with the federal government, and with 
other states, in identifying ways to attack these issues through legislation, policy decisions and 
continuing education. 

Thank you again for providing this invaluable opportunity to share with you the Florida 
experience on this very vexing issue. Please let me know if there is anything we can do to 
assist you in this important work. I appreciate being able to participate in this dialogue today, 
and look forward to additional communications in the coming months. 
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Mr. Souder. If each of the witnesses will raise their right hands. 

[Witnesses sworn.] 

Mr. Souder. Thank you, let the record show that each of the 
panelists replied in the affirmative. 

Thank you for coming today, we really appreciate you helping us 
clarify this issue. We are going to start with Mr. McDonough, I 
keep wanting to say the regional drug czar, so I thank you for com- 
ing today. 

STATEMENTS OF JAMES R. MCDONOUGH, DIRECTOR, FLORIDA 

OFFICE OF DRUG CONTROL; DR. STACY BERCKES, M.D., 

BOARD MEMBER, LAKE SUMTER MEDICAL SOCIETY; JACK E. 

HENNINGFIELD, PH.D., PINNEY ASSOCIATES, ON BEHALF OF 

PURDUE PHARMA; AND THERESA TOLLE, R.PH., PRESIDENT, 

FLORIDA PHARMACY ASSOCIATION 

Mr. McDonough. Mr. Chairman, thank you very much for hav- 
ing me and for holding this hearing. On behalf of Jeb Bush, the 
Governor of the State of Florida, he extends his greetings and his 
appreciation for what you are doing. 

And to Mr. Mica, sir, thank you very much for your suggestion 
that the hearing be held, it is always an honor to appear before 
you. 

And sir, welcome from Georgia, very good to have you down here. 
I live only about 12 miles from your State and I love it because I 
can go up there and get my gas at about 20 cents a gallon cheaper. 

I have submitted a statement for the record, I would like to sum 
up that statement, in just a very few minutes if I might, Mr. Chair- 
man. 

I think there has been adequate discussion of the scope of the 
problem. I would just add a couple of things that we have noted. 
In addition to the theft of prescriptions through the thefts of the 
pharmaceuticals themselves in resale, in addition to the Internet 
sales which we think is a major problem and to the doctor shop- 
ping, what I call pharmacy hopping, and finally in addition to the 
corruption we have a small amount but some in the system itself. 
We also have uncovered a great deal of recipient fraud in the State 
of Florida, and diversion at the far end, such as in nursing homes 
for those for whom the drugs are intended. They do not get them, 
and are often unaware of that and unable to report it. 

Florida does have a large problem with this, I do have oversight 
on the extent of the problem and the problem I am talking about 
specifically is prescription drugs, the abuse of them and that is all 
of them. Much has been said this morning on OxyContin. As we 
are able to track this it is oxycodone the chemical compound in 
OxyContin and other drugs that we really keep track on, but when 
we combine them with the hydrocodone and the methadone, we 
come up with an aggregate that led to a greater death rate than 
heroin and cocaine. 

So from my perspective, prescription drug abuse has become the 
greatest killer in the drug world in this State, and that is an enor- 
mous amount. There are, as you know, and you will hear later from 
the mothers and fathers of some of those who have died in this 
room. I hear from them and count the total loss as 10 a day. If we 
look only at the abuse of prescription drugs, devoid of any other il- 
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legal drug abuse, it is five killed per day. Unacceptable, an epi- 
demic of first proportion. I might add what is really unnerving 
about this in addition to that grotesque death rate is the rate at 
which it is rising. So we only began tracking them in Florida in 
2001, and every year we saw it go up 25 to 30 percent. I do believe 
we have the rise in the death rate stopped this year but it is still 
far too high. We are on track in 2003, to come in slightly above the 
numbers that we had in 2002. 

So the scope of the problem is vast, it is steep, and very complex. 
Governor Bush had directed a series of very aggressive actions that 
will address it. I would just like lay out the breadth of that briefly. 

First of all, we would appreciate, all the help we can get from 
our friends at Federal level, and I know all the people that testified 
before, admire them all, but I think we have to work harder on this 
particular problem. 

ONDCP and the National Institute on Drug Abuse points out 
that the second most abused drugs in the United States now after 
marijuana are prescription drugs. That is an enormous event, it 
tells me it is the new wave of drug abuse. In the history of drug 
abuse in the United States, there is always a new way: it is co- 
caine, it is crack cocaine, it is methamphetamine. Today it is pre- 
scription drug abuse, and by the way, methamphetamines have not 
gone away so we still have a problem with that. But it is a serious 
problem. 

We are looking at law enforcement as a way to get at this prob- 
lem, and although it did not come out clearly from our Federal 
friends, who are helping us, I will tell you the State of Florida is 
getting very aggressive in going after any corruption in the system. 
So, all of the doctors and I do not know the names of the ones spe- 
cifically referred to in that article, but I do know that we are look- 
ing at where we believe there is an element of corruption and we 
are going after that. Not just for doctors, but for the pharmacies 
as well. 

We also have, as I said, a major recipient fraud problem, which 
is not a light problem. A recent statewide grand jury investigation 
indicated that it could be a significant percent of the Medicaid sys- 
tem in the State and the Medicaid system in the State is some- 
thing like $13.5 billion. But law enforcement I have to point out 
is not enough by itself, it comes in after the fact, after people have 
died. So we are looking at early warning systems that will allow 
us to detect early through Medicaid and other data mining sources 
that we have a problem. 

And we are also looking at process, the process that allows the 
administrator that oversees the system, whether it be the distribu- 
tion of pharmaceuticals, the use of Medicaid, passes that off to the 
appropriate investigative authority when we believe we could have 
an instance of fraud and abuse and diversion. It is also the edu- 
cation of doctors. We find that many doctors do not have adequate 
identification capability of addiction, as well as the pharma- 
ceuticals themselves. So, we are looking at requiring a greater ef- 
fort to educate our doctors. And certainly we need to inform the 
public of the risk of prescription drug abuse. 

So, it is the entire process that we will get at early warning, law 
enforcement, training, and education, and finally a legislative pack- 



90 


et within the State that will allow us to deter the event for the 
most part before it happens. I will tell you that the prescription 
drug validation system we are looking at all by itself will go a long 
way to stopping the grotesque death rate we are going under. It 
will not completely stop it, but it is the single most important thing 
we can do. It is that package of events in combination with what 
the Federal authorities can do that I think would help us bring this 
problem under control. 

Thank you, sir. 

Mr. Souder. Thank you, very much. Doctor, is that Berckes, 
next. 

[The prepared statement of Mr. McDonough follows:] 
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Good morning, and thank you for the honor of testifying today before Chairman 
Mark Souder of the Government Reform Committee, Subcommittee on Criminal Justice, 
Drug Policy and Human Resources, On behalf of Florida Governor Jeb Bush and the 
many state and community leaders and citizens involved in our combined efforts to bring 
down the abuse of prescription drugs in Florida, I am appreciative of the national 
leadership Congressman Souder and the members of the Subcommittee have given to the 
matter. I thank you for your time and attention to this most important issue and also for 
the opportunity to meet with you to discuss the urgency of the growing problem of illicit 
diversion of prescription drugs. 


INTRODUCTION 


Florida has a serious problem with illegal prescription drug diversion and 
abuse. Pharmaceutical drug diversion hurts Florida significantly in terms of lost lives, 
increased crime, human misery from addiction, and substantial costs connected to 
treatment, medical expenses and Medicaid fraud. 

Prescription dmg diversion is the channeling of licit pharmaceuticals for illegal 
purposes or abuse, a practice that far too many have participated in, from addicts 
seeking a quick high to (unfortunately) children seeking adventure and (sadly) some 
doctors, pharmacists, and patients in pursuit of ill-gotten income. Much of illegal 
prescription dmg diversion in Florida begins with a stolen, forged, counterfeit, or 
altered prescription form. Equally as harmful, individuals often seek out multiple 
doctors (doctor shopping) to prescribe drugs for imaginary or even bogus ailments, and 
then fill the prescriptions at multiple pharmacies (pharmacy shopping) in order to 
conceal the sum total of the prescriptions being filled. Contributing to the problem. 
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doctors may unwittingly over-prescribe powerful drugs not realizing their potential for 
abuse, or they may simply sell prescriptions and the related doctor office visits 
knowing full-well that the “patient” is a substance abuser. Likewise, pharmacies can 
contribute to the problem by failing to recognize when over-prescription and/or fraud is 
taking place, or by failing to meet their legal and ethical obligations to operate within 
the law and accepted industry standards. 

Across the board, Florida has seen prescription drugs diverted through 
fraudulent means, outright theft, phony “pharmacy” fronts, loose internet “medical 
evaluations,” and inappropriate importation. Prescription drug abuse accounts for 30% 
of the nation’s illicit or illegal drug problem. Scheduled drugs that are prescribed by 
physicians are diverted from their intended use and then abused or illegally sold. Drugs 
diverted include Schedule II, III, and IV controlled substances, and nationwide 
constitutes a multi-billion dollar criminal industry. 

The National Household Survey on Drug Abuse (“NHSD A”) reports that 11.1 
million Americans used prescription drugs “non-medically” during 2001. Of these, 5.4 
million were ages 12-25. In Florida over the past two years, we have seen a 120% 
increase in admissions to treatment centers for prescription opiates, and steady increases 
for the past two years in treatment center admissions, especially for children, due to 
Schedule IV benzodiazepines, such as Xanax and Valium. 

In 2002, Florida experienced 9,1 16 drug overdose deaths. Of these, prescription 
drugs caused some 3,324 deaths, or 36% of the total. For the year 2002, Florida suffered 
more deaths from prescription Schedule IV benzodiazepines (such as Xanax and Valium) 
than from cocaine. This tragic trend has continued in 2003 to the point where now five 
Floridians die per day solely from prescription drug overdoses. If we include medical 
examiner autopsy reports that cite prescription drugs used in conjunction with other 
illegal drugs, the casualty rate is ten killed a day. For the past few years overdose deaths 
in Florida from prescription drugs have surpassed the combined death rate from heroin 
and cocaine. Florida urgently needs an effective and comprehensive set of tools to arrest 
this deadly epidemic. 


THE SCOPE OF THE PROBLEM 


The intricacies of illicit diversion of prescription drugs are complex. I do not for 
a minute believe, however, that these problems are germane only to Florida. The 
problems we have seen here, I suggest, exist elsewhere in the United States. If anything, 
we may have a lead in addressing the extent of the problem since we have been 
investigating its reach and its consequences for the last several years. Simultaneously, 
we attempted to mitigate the harm done by prescription drug diversion and abuse without 
detracting from the sanctity of the doctor-patient relationship, privacy rights, and the 
benefits that pharmaceuticals - properly prescribed, dispensed and taken - can bring to 
the afflicted. 
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What we have been able to do in Florida is categorize the scope of the problem in 
its many parts. Beginning with a review of provider (e.g., treatment center) phenomena 
and trend-lines, we ascertained several years ago that addicts were shifting their focus 
from the traditional drugs of abuse (i.e., cocaine, heroin, etc.) to man-made drugs, some 
completely illegal (such as “home-cooked” methamphetamines) and some perfectly legal 
- and beneficial - when used properly. These include benzodiazepines and 
pharmaceuticals containing hydrocodone, oxycodone, and methadone. The reasons for 
this shift by addicts appear to have been three- fold. First, addicts believe that such drugs 
are safer (which they are not when abused) because they are pharmaceutically produced 
and obtainable through the medical system. Second, they are readily available through 
the legitimate free-market system. And, third, they produce a quicker, longer and deeper 
high. 


Aware of such trends by addicts, Florida officials turned to law enforcement 
officers and state medical examiners for their insights as to the depth of the problem. All 
reports confirmed our worst fears - diversion of illicit drugs to feed (and also fuel) 
addiction was rife. Law enforcement revealed whole patterns of abuse, from outright 
theft of pharmaceuticals (at the pharmacy, at outlets such as nursing homes, in transient 
to market, etc,), to black-marketeering, doctor/pharmacy complicity, and even organized 
crime. Medical examiner reports - now mandated to record benzodiazepines, oxycodone, 
hydrocodone, and methadone - indicated an alarming number of overdose deaths (with 
corroboration from emergency room interviews) and an alarming rise in the rate of deaths 
over time, in some cases rising at more than one hundred percent a year. Simultaneously, 
extensive newspaper articles began to cover stories of this new wave of drug abuse. By 
every measure, it was apparent that a new phenomenon of drug abuse had come upon the 
scene, with devastating effect. 

Doctor shopping and pharmacy hopping, clearly, was only one part of the trend. 
Greatly exacerbating the problem was fraud, and, in particular, Medicaid fraud. In 2003 
Florida initiated a Statewide Grand Jury investigation looking into what was called 
“recipient” fraud. The “Report on Recipient Fraud in Florida’s Medicaid Program" 
defines a professional recipient as an individual who routinely defrauds one or more 
entitlement program. Florida is plagued by recipient fraud because, as the report lays 
out,“. . .Florida is hampered by a lack of state statutes, federal limitations that restrict 
Florida’s attempts to control this fraud, and a lack of awareness by some state and federal 
officials of the extent of the problem of recipient fraud.” (Report, Page 2) 

As the Grand Jury Report describes, so-called “street sales” are the most 
commonly encountered form of recipient fraud. Quite simply, Medicaid recipients sell 
their Medicaid-bought drugs to criminal wholesalers, who, in turn, repackage the 
pharmaceuticals for resale to regional wholesalers or to local pharmacies. According to 
the Report, one illegal wholesaler bought and sold approximately $2.4 million worth of 
three specific prescription drugs in just the first three months of 2002, the drugs coming 
largely from Medicaid recipients reselling their own drugs. (Report, Page 4) 
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Indeed, the diversion and abuse of pharmaceutical controlled substances is 
already a well-established multi-billion dollar illicit market operating in the United 
States. The National Household Survey of Drug Abuse indicates that approximately 1 3 
million Americans are current illicit drug users, meaning they had used an illicit drug 
in the month prior to their interview. This represents over 6% of the population 12 
years old and older. The Survey also indicates that the non-medical use of prescription 
drugs exceeds that of all illicit substances except marijuana and hashish. 

Even though Drug Enforcement Administration statistics have consistently 
identified pharmaceuticals as almost 30% of the overall drug problem in the United 
States, to date there is no nation-wide reporting system in effect that might mitigate the 
harm from such abuses. As the Grand Jury Report surmised, it is almost impossible to 
know the true extent of the prescription drug abuse problem because so much of the 
problem goes unreported. We can only rely on drug abuse indicators and the information 
that is available from health regulatory authorities and state and local law enforcement 
officials. 

Yet another area of abuse is internet access with little or no scrutiny by qualified 
medical professionals. Florida law requires a physical examination by a doctor for the 
proper prescription of Schedule drugs, (Fla. Statute 465 and Chapter 64F-12). Many 
internet sites offer in lieu of that physical examination a questionnaire, allegedly 
reviewed by a doctor on site. Far too often, the questionnaires are so general and cursory 
in nature as to be farcical. Whether or not a doctor ever reviews them, or is even 
available to review them, is unknown. Either way, internet questionnaires do not suffice 
under Florida law as a physical examination. Nonetheless, prescriptions are filed and 
filled, much of it, we believe, for illicit purpose. 

Nor can we be certain where internet purchased drugs come from or even what is 
actually in them. An earlier Florida Statewide Grand Jury Report, The First Interim 
Report of the Seventeenth Statewide Grand Jury, revealed an extensive system of 
adulteration of drugs. Subsequently, the Florida legislature passed, and Governor Bush 
signed, legislation that would guard against adulteration. Internet sales, however, too 
often bypass normal systemic safeguards. Some of the drugs provided come in from 
abroad - a further manifestation of the scope of the problem - circumventing not only 
local statutory constraints but U.S. Customs procedures as well. Clearly, internet sales 
are a whole category of complexity that must be adequately addressed. 

Indeed, the potency of the modem genre of pharmaceuticals and the lack of 
understanding of that very potency and its relationship to addiction by inadequately 
trained and educated medical professionals contributes greatly to the problem. As a 
general observation, too many doctors do not recognize the signs of addiction. Even 
when treating a legitimate patient, they may not recognize when the line between medical 
benefit and debilitating addiction has been crossed. Lacking such recognition, they may 
inadvertently feed an addiction and miss the underlying diagnosis. 
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So too do law enforcement officials lack adequate training to deal with the 
complexity of illegal diversion of pharmaceuticals. Criminal activity has gravitated to 
this sector because of the vast amounts of money to be made in both primary and 
secondary markets. Drug traffickers, corrupt officials, and other criminal elements have 
been drawn to illicit diversion because, in the words of the famous bank robber Willie 
Sutton, “. . .that’s where the money is.” We will need to improve and specialize the 
training of law enforcement officers in this area if we are to reduce the crime we are 
seeing there. 

Law enforcement operations, however, are not enough in and of themselves to 
stop the hemorrhaging of lost lives and criminally diverted money. Even should better 
training and greatly enhanced commitment of resources be available to this particular 
field of criminal activity, law enforcement necessarily comes in only after the fact, when 
the damage has already been done. The law is broken only when an act is committed, and 
by then it may be too late to save lives. A number of newspaper articles in Florida have 
documented just how horrific some of that damage can be, most notably a series done by 
Doris Bloodsworth in the Orlando Sentinel (submitted herewith) and Fred Schulte in the 
Fort Lauderdale Sun-Sentinel (also submitted). Among many examples of egregious 
findings, they include reports of 61 deaths associated with the top 16 Medicaid 
prescribers in Florida, 23 of the top 24 prescribes having either criminal or 
administrative charges against them, a doctor long-since dead having recently billed 
million of dollars worth of prescriptions to Medicaid, and a criminally charged doctor 
having the charges dropped in exchange for ethics training, only to subsequently see 
eleven deaths associated with her prescriptions. Their accounts, and the reports of many 
others, make for shocking reading. 

To be sure, Florida has taken aggressive action against criminal practices. Dr. 
James Graves of Pensacola was convicted of 4 counts of manslaughter for prescribing 
excessive amounts of oxycodone to his patients. In 2003, Dr. Sarfraz Mirza of 
Melbourne was arrested for the fraudulent prescription of over $500,000 in prescription 
drugs and 1 1 counts of trafficking in OxyContin. Dr. Mitchell Wick of Plantation was 
barred in April 2003 from prescribing narcotics because the Medical Examiner’s Office 
discovered 16 overdose deaths among his patients. Dr. Asuncion Luyao of Port St Lucie 
has recently been charged with six counts of manslaughter for overdose deaths due to 
medications she prescribed. Many phony and/or corrupt pharmacies have been busted. 
We will continue to go after criminal activity. But we need other systems in place that 
can help to deter such activities and prevent the unacceptable damages before they are 
done. 


Part of the problem may stem from such issues as the classification of pain 
medications themselves. Medication that is appropriate for severe pain may not be 
appropriate for moderate pain. Doctors and their patients make that decision, but the 
Food and Drug Administration classification of the appropriate categories of pain must 
guide them. The Doris Bloodworth articles, referred to above, suggest that this is a major 
area of concern. Focusing on only one of the many prescription drugs containing 
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oxycodone, OxyContin, she reviewed several hundred autopsy reports in Florida and 
narrowed in on 247 of them. Her findings were that OxyContin was found to be the drug 
of use in 205 (83%) of them. In her words: “Of those who died from oxycodone, 52% 
were white men between the ages of 30 and 60, many of whom suffered from back pain. 
When health histories were specified in oxycodone overdoses, autopsy and police reports 
mention pain-related medical problems much more frequently than recreational-drug 
abuse. The Sentinel furthermore determined health histories in 303 of the 500 cases 
studied. Back pain or injuries accounted for 87 cases, while drug abuse accounted for 38 
cases.” 


What this suggests is that it may not be illegal diversion alone that contributes to 
the extent of the problem. It may also be fed by inappropriate degrees of classification 
and education. If so, no solution would be complete unless these considerations were 
also taken into account. 


SOLUTIONS TO THE PROBLEM 


Florida has already taken a number of strong steps to address these challenges. 
Governor Bush, immediately upon his election to a first term of office in 1999, prioritized 
bringing down drug abuse in Florida. Now deep into his second term, that goal remains a 
priority. 

He has directed a number of administrative, policy, and legislative initiatives to 
deal specifically with the problem of prescription drug abuse. In 2003 he reinforced this 
determination by directing that a Principals’ Group form to develop an action agenda to 
address the breadth and the depth of the problem, while ensuring the sanctity of the 
doctor-patient relationship, privacy rights, and appropriate access to pain medication. The 
Principals’ Group consists of the Florida Attorney General, the Secretaries of the 
Department of Health, Agency for Health Care Administration, and Department of 
Children and Families, the Commissioner of the Florida Department of Law Enforcement 
and myself as the Chair. 

Assisting this group is a Deputies’ Committee (composed of principle staff 
leadership from each of the involved agencies) that is exploring the administrative, 
technological and analytical steps necessary to ensure a smoothly operating process for 
early warning of possible diversion, appropriate education and training of all involved 
professionals, interagency and intergovernmental coordination and appropriate board 
reviews, and when necessary, criminal investigation of suspicious practices. These recent 
initiatives follow three years of efforts that have included involvement by all pertinent 
parties, legislators, interest groups, medical professionals, pain-management experts, law 
enforcement officials, private industry, parents, and the public in general. 
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Legislation 


Government leaders, lawmakers, and professional groups have considered three 
salient points when addressing the problems of illicit drug use. First and foremost, 
modem medications, when used appropriately, help alleviate the pain of thousands of 
Floridians who otherwise would suffer needlessly. Second, it is the abuse and misuse of 
these medications, not the medications themselves, that is the cause of the problem. 

Third, according to the Florida Medical Examiners reports, the majority of drug-related 
fatalities occur from a lethal cocktail of several drugs. (Notwithstanding the sad statistic 
of five dead a day in Florida from lethal doses of prescription drug alone.) 

Armed with this insight, the Principals’ Group’s considerations for reducing drug 
diversion recommends a number of effective and properly focused statutes. Foremost 
among them is a system for prescription validation, a method to preclude doctor- 
shopping/pharmacy-hopping, fraud and corruption. 

The proposed Florida prescription validation program will, if fully implemented, 
go a long way toward easing Florida’s prescription drug diversion problem. Administered 
by the Florida Department of Health (DOH), it will consist of two major components - an 
electronic database in the DOH containing patient prescription history, and the voluntary 
use of counterfeit-proof prescription forms by prescribing physicians. The primary 
purpose of this system is to assist physicians in the proper treatment of their patients. The 
secondary purpose is to assist law enforcement, once properly activated, during 
investigations. The use of counterfeit-proof prescription forms for Schedule II-IV 
controlled substances will serve as a deterrent to those who would forge or copy ordinary 
doctor scrip pads. 

The validation program is a streamlined operation. Once a prescription is 
presented at the pharmacy, the pharmacy retains the original scrip and enters the data 
electronically. The system will assist doctors by providing them with a record of 
prescriptions previously received by the patient so that the physician can appropriately 
treat the patient. The physician can then see exactly what the patient has been prescribed 
in the past by other physicians. This will quickly identify a patient who visits many 
physicians for the same medications. Pharmacies who suspect that a patient is presenting 
an invalid prescription can check to insure the prescription they are filling is legitimate. 

In this proposed program, the Florida Department of Health will maintain strict 
confidentiality ensuring that both patient and doctor privacy rights are protected. Queries 
will only be accepted from physicians (concerning their own patients), pharmacies (only 
access to recent history to validate prescription permitted), Agency for Health Care 
Administration (access only for ongoing investigation of practitioner/Medicaid fraud), the 
Department of Health, and the Florida Department of Law Enforcement (access permitted 
for active criminal investigations only). To enforce the confidentiality of patient and 
physician information, a companion bill will make it a 3 rd degree felony crime for 
knowing disclosure of data to non-authorized persons. 
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A patient may withhold access to prescription history by his or her doctor. 
Children of a certain age will be excluded from the system. We believe that privacy will 
be adequately protected. We note that in more than 20 years of other states operating 
prescription validation systems similar to the one being proposed here in Florida - with 
over 65 million prescriptions processed - not a single breach of patient confidentiality has 
been identified. 

Nor do we believe that a prescription validation system would detract from a 
doctor’s willingness to prescribe medicine. Indeed, all the states that operate serialized 
prescription systems report no evidence of any decrease in prescription for legitimate 
patients. Nor have they had complaints from either practitioners or patients that would 
indicate a lessening of necessary prescriptions. In fact, states that have analyzed 
prescribing data have found that the drugs that have decreased in being prescribed are 
limited to the drugs that were being heavily abused, and that other controlled 
substances stayed the same or increased consistent with national treatment patterns. 

The benefits of a prescription validation program for Florida are numerous. First, 
the electronic system assists patient treatment. The physician will be able to query the 
system concerning his patient and quickly receive the patients’ prescription information. 
The use of this system will greatly reduce doctor and pharmacy shopping as well as the 
over-prescribing of prescription drugs. Secondly, the use of counterfeit -proof pads will 
help eliminate the forgery and counterfeiting of prescription forms, thereby greatly 
reducing the illegal diversion of prescription drugs. Additionally, this will improve law 
enforcement’s ability to investigate, prosecute, and stop criminal activity. The benefit to 
both physicians and pharmacies will be the reduction of doctor and pharmacy shopping 
by unscrupulous patients. In short, the establishment of this system in Florida will 
prevent a great number of deaths from the illegal diversion and subsequent abuse and 
overdose of prescription drugs in our state. 

The prescription drug validation system is not the only piece of legislation needed 
to address the scope of the diversion challenge. We are also advocating a Florida law that 
would require that internet pharmacies obtain a permit in order to operate. It further 
provides for disciplinary action when a pharmacist knows or has reason to believe a 
prescription is invalid and fills it anyway. During the 2001 legislative session, the 
Florida Legislature passed Florida Law 2002-81 making it a crime (3 rd degree felony) for 
doctors to write prescriptions for fictitious persons, write prescriptions solely to make 
money, and knowingly assist patients in fraudulently obtaining controlled substances. It 
also encompasses a patient who withholds information regarding previous receipt of a 
prescription for a controlled substance (doctor shopping). 


Other key legislative initiatives address: 

• Internet Pharmacies - Requires internet pharmacies to obtain a permit 
to operate. Also provide for disciplinary action of dispensing 
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medicinal drug when pharmacist knows or has reason to believe 
prescription is not valid. This statue provides a penalty of a second- 
degree felony for distribution of medicinal drugs without a permit 
(aimed at the illegal distribution of drugs via internet pharmacies). 

• Prescription Drug Protection - Based on findings from Seventeenth 
Statewide Grand Jury this bill requires high end/high cost drugs to 
have pedigree papers from manufacture to dispensing to prevent 
unauthorized adulteration and dilution of drugs. This bill will also 
prohibit purchase or sale of Rx drugs in wholesale distribution in 
exchange for currency. 

• Medicaid Fraud and Abuse - Authorizes the Agency for Health Care 
Administration to impose mandatory enrollment in drug-therapy- 
management or disease-management programs for certain categories 
of recipients; provides specified conditions for providers to meet in 
order to submit claims to Medicaid program; provides that claims may 
be denied if not properly submitted; and, finally, provides that agency 
may seek any remedy under law if provider submits specified false or 
erroneous claims, etc. 

• Protection Against Use of False Identification - Creates third degree 
felony for using false or stolen driver’s license or ID to obtain a 
prescription drug or controlled substance from a pharmacist and for 
dispensing prescriptions without first being furnished photo 
identification. 

• Early Warning - An amendment to existing statute would require 
medical examiners to report multiple suspicious deaths by overdose 
tied to a single practitioner. 


Aggressive Response 


Aggressiveness characterizes Florida’s approach to the epidemic of prescription 
drug abuse and diversion. We will move rapidly to curtail the many manifestations of the 
overall problem. The scope of that includes: illegal diversion of prescription drugs; 
doctor shopping/pharmacy hopping; Medicaid fraud; adulteration; criminal organizations; 
licensing; data screening; nursing home diversion; internet prescriptions, and a host of 
other concerns. Our approach will be a combined interagency effort coordinating the 
actions of respective agencies, partnership between public and private concerns, better 
education and training, and law enforcement. Professional board and law enforcement 
efforts will, for example, continue to focus especially on the small class of over- 
prescribing — and in some instances criminally culpable - doctors and pharmacists. 
Florida law enforcement will be augmented with both a greater degree of trained 
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professionals and new procedures for joint cooperation and intelligence connectivity 
between state, local and federal fraud diversion investigators. Indeed, we will use the 
criminal justice system as appropriate, from investigation through arrest and prosecution, 
to deter criminal activity that would mar our very proficient medical system. 


Early Warning 


Florida will also develop an aggressive early warning screening system that will 
flag possible problems (such as operating without a license, suspicious volume of 
prescriptions by single sources, multiple sources of prescription to a single individual, 
records’ discrepancies, medical examiner observations, etc.). Key elements of Florida’s 
early warning system will include, in addition to the prescription validation program: 

• Medical Examiners Early Warning System - Medical examiners will be 
required to report to both law enforcement and health officials suspicious 
circumstances surrounding overdose deaths involving prescription drugs. The 
intent of this process is to identify the origins of the drugs involved in the 
deaths and prevent future deaths from the same source. 

• Medicaid Early Warning - (1) Drug Utilization Review (DUR): Quarterly 
macro review by physicians and pharmacists to detect fraud and abuse in the 
system (2) Prescribing Pattern Preview Panel: Quarterly in-depth review of 
practitioners identified by the DUR to specifically identify practitioners whose 
prescribing patterns are suspicious. (3) ACS Web Profile: Allows physicians 
to access up to 90 days of prescription records on Medicaid recipients to 
identify potential abuse (4) Gold Standard Program - Allows 1 ,000 physicians 
to review prescription history of Medicaid patients before issuing prescription. 
AHCA is seeking to expand this to 3,000 physicians that would include total 
of 80% of all Medicaid prescriptions (5) Pharmacy Auditing - Under the 
Heritage program, AHCA reviews pharmacy records to identify suspicious 
prescribing patterns among Medicaid pharmacies. 

• Information Sharing - Florida Department of Law Enforcement (FDLE) will 
improve information sharing concerning cases on physicians and pharmacists. 
FDLE will also fold this new type of prescription drug criminal investigation 
information into its currently existing FDLE regional task force structure. The 
new effort be well-defined, well-scheduled, and well-executed in order to be 
both effective and promote the interagency communication required to 
respond to the problems of prescription drug abuse. Additionally, FDLE will 
share information concerning those physicians, pharmacists, and patients 
under investigation with other law enforcement authorities across the state as 
part of the early warning system. 
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Education and Training 


We will also aggressively develop comprehensive education and training 
opportunities for medical specialists, appropriate people. Doctors need more information 
on the potency of what they are prescribing, the possible effects of various drugs in 
combination. Pharmacists need to be aware of fraud and imposter techniques. Law 
enforcement needs instruction on how to identify likely cases, track the prescription and 
money trails, and integrate their efforts with other officials. We will also provide public 
information messaging to protect the user. 

There are many aspects to Florida’s campaign to provide education and training to 
health care professionals and the public. For instance, the Department of Health will 
conduct workshops throughout the state on addiction, as well as on standards for pain 
management clinics throughout the state. DOH will also work closely with the state’s 
medical schools to incorporate training on prescription drugs and addiction into the 
curriculum. A key to the effort to expand physician training is a new Department of 
Health “continuing education” requirement mandating up to two hours of training every 
two years for all physicians on recognition of addiction. Florida is also working with the 
U.S. Department of Health’s Substance Abuse and Mental Health Services 
Administration (SAMHSA) to provide resources and opportunities for more doctor 
education on substance abuse addiction. Florida will develop a model program that 
should prove instructive and beneficial to the rest of the nation. 

The Department of Health will also use the media to provide appropriate anti- 
diversion education by rolling out television messages reminding physicians about the 
dangers of over prescribing. DOH will also publicize the “800” telephone number for 
doctors to call when in question about a possible patient addiction. Furthermore, DOH 
will work with the Florida Board of Medicine to craft language making the addiction 
training mentioned above mandatory. Finally, DOH will mandate that physicians must 
monitor patients receiving Schedule II, III, or IV drugs every 30 days to check how well 
medications work to relieve symptoms, adverse reactions, and evaluating need to 
continue the medication. 


Partnership 


We are also encouraging pharmaceutical companies to analyze and anticipate the 
problems leading to over prescribing, addiction and abuse and to develop strategies for 
combating these problems. Proactive strategies implemented simultaneously with the 
introduction of powerful new opioid pain relievers will forestall many of the problems 
associated with over prescription and illegal diversion. Board procedures will also be 
strengthened to guard against abuse, either intentional or unintentional. Doctor training 
in pain management must be stressed. The failure to properly set effective guidelines in 
no small way facilitates a permissive environment where damage might be done. 
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Interagency Coordination 


Florida will also aggressively pursue interagency cooperation at every juncture. 
Some key breakthroughs here will be a clean hand-off and sharing of responsibilities 
when criminal activity is suspected, continuous, cross-talk on identification of new and 
emerging problems with an eye to early resolution, focus on problem areas at the local 
level, and so on. Florida will develop formal processes, both inter- and intra- agency 
wide, for establishing routines for data mining and other carefully developed standard 
operating procedures thereby focusing the search for irregular patterns that signal illegal 
drug diversion and abuse. 

Closely aligned with their effort to establish within their pre-existing regional 
information network the sharing of criminal information regarding drug diversion, the 
Florida Department of Law Enforcement will further act to craft legislative language 
establishing an interagency prescription drug council in statute. This Council will 
establish a formal process for information sharing involving the Principals’ Groups 
agencies and departments. The concept here is for review, evaluation, and sharing of 
information to occur at the regional level every month with the same procedure 
conducted at a statewide level every quarter. The intent of this process is to use the early 
warning systems to prevent fraud, abuse, and diversion. Secondly, the process would 
facilitate investigations required by violations of law and regulation. 

This communication among the agencies is key to identifying patients, 
pharmacists and physicians who are in violation of regulations and laws with regard to 
prescription drugs. The passing of key information as to which physicians have 
suspended or revoked licenses is a prime example of information that each agency can 
use to enforce standards. There are many other types of information that can and should 
be shared in order to reduce diversion and abuse prescription drugs. 


Resourcing 


Finally, thanks to the leadership of Governor Jeb Bush, we will provide sufficient 
resources at the appropriate levels. That means that we will develop greater prescription 
drug abuse expertise within the agencies, appoint adequate numbers of fraud investigators 
dedicated to prescription drug abuse, employ state-of-the-art technological systems, and 
commit adequate staff oversight. All agencies involved will submit requirements for 
additional resources base on immediate needs and long-term needs to be incorporated 
into future budget requests. 
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CONCLUSION 


Florida recognizes the opportunities for better medical care that today’s 
pharmaceuticals have brought to the market. And we are protective of both the special 
relationship that exists between doctor and patient and the privacy rights of the patient. 
But we also recognize the vast amount of damage caused by the illegal diversion of 
prescription drugs, and are determined to lessen it. 

Florida is not alone in experiencing this problem. What may be unique is the 
manner in which we have identified the scope of the problem in its many parts and in 
devising a detailed strategy to deal with it. In so doing we have highlighted the issue for 
the rest of the country. 

We, therefore, are appreciative of what you the Committee can do to bring further 
relief to the issue. Because of its national and international parameters, there is only so 
much a single state can do alone. Nonetheless, we have adopted an aggressive, holistic 
approach - one informed by the ethical requirements of sound medical practice and good 
law enforcement - to stop the criminal practices that have led to so many deaths and 
wasted resources. 
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Dr. Berckes. Mr. Chairman, I would just like to clarify my cre- 
dentials, in addition to on the witness I am identified as a member 
of the Board of Governors of the Medical Society, and indeed it is 
via that mechanism that I was invited, but, I think it is important 
before I give my testimony that it is understood that I am also a 
Board certified anesthesiologist and pain medicine practitioner. My 
practice is in Florida Pain Management Center, and additionally 
that I am the chief of staff at Florida Hosptial, Waterman. 

Since there was not an opportunity, and if you thought it was 
beneficial for the record I will certainly attach my CV to the writ- 
ten testimony if you thought that was useful. 

Mr. Souder. It is always helpful to have any extra information 
about the witnesses. 

Dr. Berckes. Thank you for allowing me to clarify that. 

“First do no harm.” Those words, from the Hippocratic Oath, 
take on special meaning when discussing the topic of drug use and 
abuse. I speak to you today with almost 20 years of experience 
practicing medicine, the majority of those years treating acute and 
chronic pain. I agreed to testify because I feel strongly that being 
on the front line of an issue offers a unique perspective to those 
interested in directing substantive public policy. 

These proceedings are being followed by many that have been 
touched in one way or another by this issue. To those that have 
lost loved ones, I extend condolences. As painful as it may be we 
must learn what we can from each and every failure to best serve 
those with needs in the future. Simply banning a drug that has 
demonstrated usefulness is not an option. 

To the pharmaceutical companies that may have an interest in 
these proceedings, let me say, keep your science pure. Continue ef- 
forts to provide true continuing education so we can best serve our 
patients. Attempts to manipulate data and words for the sole pur- 
pose of creating demand and increasing sales will ultimately fail. 
Do not promote the mindset that there is a pill for every ill. 

To the patients that suffer chronic pain, please know that efforts 
continue to increase the quality of your lives. We understand now 
more than ever before about the neurophysiology of pain, the pain 
signal, pain generators and the pain process. This understanding 
has resulted in many more treatment options than ever before. The 
use of narcotic analgesics is just one of the tools that may be use- 
ful. 

In my practice lifetime, I have seen the pendulum swing from 
one end of the spectrum to the other with respect to the use of nar- 
cotics. In the 1980’s, I had to regularly defend this practice and 
now I am having to recommend against it with almost the same 
regularity. Every patient deserves to be evaluated and treated as 
an individual in a way to be determined by his or her physician. 
Many things cannot be cured. Pain as a symptom is handled dif- 
ferently from pain as the disease State, which often, at best, is 
managed. True pain management is a dynamic process that de- 
mands continuous communication between a patient and the doc- 
tor. 

To the pharmacists who fill prescriptions, I urge you to adhere 
to the highest level of your profession’s ethics, and do not hesitate 
to question prescriptions that appear irregular. The system of 
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checks and balances only works when active 100 percent of the 
time. 

To my colleagues, you know that you are responsible for knowing 
the possible consequences, benefits, risks, and complications of any 
prescription you write. There is no substitute for the history and 
physical examination. The issue of diversion of legitimate prescrip- 
tions is an area in which we are not formally trained, but one in 
which we always must maintain a high level of suspicion when we 
are prescribing drugs with known street value. The judicious use 
of urine or serum screening to document compliance of a treatment 
regimen probably needs to be increased. Additionally, understand- 
ing the differences in abuse, addiction, tolerance and dependence is 
required for appropriate communications with patients, caregivers, 
as well as other colleagues and law enforcement individuals and of- 
ficials. 

With respect to public policy, I can only say that there is no way 
to legislate judgment. This is particularly true to the problem at 
hand. There are already laws that cover inappropriate obtaining, 
use, and possession of controlled substances. There are already 
laws that cover the inappropriate practice of medicine and phar- 
macy. There are already laws that cover what a drug company can 
say or do. Additional laws in these areas will probably not result 
in any substantive change in the status quo. Additional funding in 
specific areas to enforce laws already on the books may help. 

The data base that has been discussed may have merit but the 
details about the design, construction, implementation, and ongoing 
costs have not been forthcoming. Anything that makes it more dif- 
ficult for doctors to take care of patients is unacceptable. The avail- 
ability of controlled substances via the Internet is one frontier 
which probably deserves additional legislation. 

Finally, the unfortunate truth is that there are, always have 
been, and always will be people with the genetic makeup that fos- 
ters drug abuse and the black market that feeds it. Any system 
that man creates will be circumvented by man. So let us be cog- 
nizant of the law of unintended consequences when we try to make 
anything better. 

Perhaps our greatest hope lies in the continued discoveries of the 
human genome project, that will let us understand the more com- 
plex areas of opiate receptors, and why people react in such varied 
ways to the same drug. Meanwhile, there is no better cure for the 
present situation, than a true understanding of the existing 
science, and an ongoing doctor/patient relationship. 

Thank you. 

Mr. Souder. Thank you for your testimony. Next we go to Dr. 
Henningfield. 

[The prepared statement of Dr. Berckes follows:] 



106 


“First do no harm. . Those words, from the Hippocratic oath, take on special meaning 
when discussing the topic of drug use and abuse. 1 speak to you today with almost 20 years of 
experience practicing medicine, the majority of those treating acute and chronic pain. I agreed to 
testify because I feel strongly that being on the "front line” of an issue offers a unique 
perspective to those interested in directing substantive public policy. 

These proceedings are being followed by many that have been touched in one way or 
another by this issue. To those that have lost loved ones, 1 extend condolences - for you, my 
profession’s edict to “first do no harm” obviously failed. As painful as it maybe, we must learn 
what we can from each and every failure, to best serve those with need in the future. Simply 
banning a drug that has demonstrated usefulness is not an option. 

To those of you that have had bad experiences with a medication, be generous with all 
the facts so that my profession can learn how to do better the next time. Again, simply banning a 
drug that has demonstrated usefulness is not an option. 

To the pharmaceutical companies that may have an interest in these proceedings, let me 
say that I am thankful for investments in research and development that result in “miracle drugs” 
that help my profession reach those that were previously unreachable. Keep your science pure so 
we will not lose faith in your work. Continue efforts to provide true continuing education to my 
colleagues and me, so that we can best serve our patients. Attempts to manipulate data and words 
for the sole purpose of creating demand and increasing sales will ultimately fail. Do not promote 
the mindset that there is a “pill for every ill”. 

To the patients that suffer chronic pain, know that efforts continue to increase the quality 
of your lives. We understand now, more than ever before, about the neurophysiology of pain, the 
pain signal, pain generators and the pain process. This understanding has resulted in many more 
treatment options than have been previously available. The use of narcotic analgesics is just one 
tool that we have that may be useful. 

In my practice lifetime I have seen the pendulum swing from one end of the spectrum to 
the other with respect to the use of narcotics to treat non-cancer pain. In the mid 1 980’s I had to 
regularly defend this practice and now I’m having to recommend against it with almost the same 
regularity. “First do no harm...” Every patient deserves to be evaluated and treated as an 
individual in a way to be determined by his or her physician. Many things cannot be “cured”. 

Pain as a symptom is handled differently from pain as the disease state, which often, at best, is 
“managed”. True pain management is a dynamic process that demands continuous 
communication between a patient and the doctor. This is the only way the pain state can be 
evaluated, the only way better treatments can be attempted. The notion that a pain clinic is a 
place you visit to get drugs, and a pain management doctor is someone you need to convince you 
need narcotics is one that must be dispelled. Only continuous monitoring and interest in the 
patient will result in the highest quality care. 1 have many patients that were on narcotic pain 
medications for years, that have been able to totally discontinue these drugs without withdrawal, 
and without a decrease in the quality of their lives. These successes can only come about with the 
true practice of the science and art of medicine, which unfortunately today is coming under 
increasing attack from all sides. 

To the pharmacists who fill prescriptions, I urge you to adhere to the highest level of your 
profession’s ethics, and don’t hesitate to question prescriptions that fall out of the norm. The 
system of checks and balances only works when active 100% of the time. 
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To my colleagues, you know that you are responsible for knowing the possible 
consequences, benefits, risks, and complications of any prescription you write. It is not 
acceptable or defensible to blame a drug company or their representatives if the facts do not add 
up, especially with respect to the complicated area of narcotics and opiate receptors. There is no 
substitute for the history and physical exam. The issue of diversion of legitimate prescriptions is 
an area in which we are not formally trained, but one in which we must always maintain a high 
level of suspicion when drugs with known street value are prescribed. The judicious use of urine 
or serum screening to document compliance of a regimen probably needs to be increased. 
Additionally, understanding the differences in abuse, addiction, tolerance and dependence is 
required for appropriate communications with patients, caregivers, as well as other colleagues 
and law enforcement officials. 

With respect to public policy, 1 can only say that there is no way to legislate judgement. 
This is particularly true to the problem at hand. There are already laws that cover inappropriate 
obtaining, use, and possession of controlled substances. There are already laws that cover 
inappropriate practice of medicine and pharmacy. There are already laws that cover what a drug 
company can do or say. Additional laws in these areas will probably not result in any substantive 
change in the status quo. Additional funding in specific areas to enforce laws already on the 
books may help. 

The database that has been discussed may have merit but the details about the 
construction, implementation, and ongoing costs have not been forthcoming. Anything that 
makes it more difficult for doctors to take care of patients is not acceptable. 

The availability of controlled substances via the internet is one frontier which probably deserves 
additional legislation. 

Finally, the unfortunate truth is that there always have been, are, and always will be 
people with the genetic makeup that fosters drug abuse and the black market that feeds it. Any 
system that man creates will be circumvented by man. So let us be cognizant of the law of 
unintended consequences when we try to make things “better”. 

Perhaps our greatest hope lies in the continued discoveries of the human genome project, that 
will let us understand more the complex areas of opiate receptors, and why people react in such 
varied ways to the same drug. Meanwhile, there is no better cure for the present situation, than a 
true understanding of existing science, and an ongoing dynamic doctor-patient relationship. 

Respectfully submitted, 

Stacy J. Berckes, M.D. 

Lake-Sumter Medical Society 

Written testimony for the Government Reform Committee's Subcommittee on Criminal Justice, 
Drug Policy, and Human Resources in Winter Park, FL on February 9, 2004. 
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Mr. Henningfield. Thank you for the opportunity to testify on 
the challenges posed by prescription drug abuse. I am a professor 
at the Johns Hopkins Medical School where I direct the Innovators 
Combatting Substance Abuse Awards Program. I am also, vice 
president for research and health policy at Pinney Associates, 
which is a science and health policy consulting firm. 

We assist Purdue Pharma and other companies seeking help in 
identifying factors contributing to prescription drug misuse, abuse, 
diversion and addiction. We help develop strategies to reduce such 
unintended consequences while enabling appropriate medication 
use and access. I am representing Purdue Pharma to offer rec- 
ommendations on this topic. The issue is important to me and it 
is to Purdue Pharma. The consequences of abuse and diversion of 
medications are serious for the people who abuse drugs, and the 
consequences are serious for the million of people living with pain. 
I have several observations and recommendations that I hope will 
help you. My written testimony provides these in much greater de- 
tail. There are no simple solutions, I think we have all said that, 
and I agree heartily. 

Prescription drug abuse is a complex historic and evolving public 
health problem. The modern history of pain reliever abuse in 
America may be traced to the Civil War when the syringe revolu- 
tionized the treatment of pain, but also led some to develop addic- 
tion to the opioid drug morphine. It was than called “soldier’s dis- 
ease.” Our Nation has struggled to find the right balance between 
medication access and control ever since. The history of substance 
abuse also reveals that the cycles are rarely anticipated and not 
readily controlled. For example, cocaine went from a small blip on 
our radar screen in the 1970’s to our Nation’s major drug of con- 
cern in the 1980’s. Opioids such as heroin increased in the 1980’s, 
in the 1990’s prescription opioid abuse increased undoubtedly due 
in part to the perception that they were safer and less addictive 
than street drugs. 

It is clear that drug abuse and diversion go far beyond the chem- 
istry of the drug. My first chart shows data from the major Federal 
survey that measured non-medical use of opioid pain relievers by 
brand names. The short bar on the left side represents OxyContin. 
I show these data to illustrate the diversity of drugs that are 
abused and the complexity of the challenges facing us. As you may 
surmise and has been stated several times today, drug abusers 
have lots of choices and history tells us that when they are denied 
one drug they quickly turn to another. 

Such surveys provide a general picture of the substance abuse 
landscape, but they have many shortcomings compared to the data 
that we rely upon to track outbreaks such as influenza, West Nile 
virus, and hepatitis. In fact the December GAO report on prescrip- 
tion drug abuse acknowledged these limitations concluding, “Cur- 
rent Federal surveys do not provide reliable, complete or timely in- 
formation that could be used to identify abuse and diversion of a 
specific drug.” Accurately estimating the numbers of deaths, and 
correctly attributing their cause is also critical to developing efforts 
to prevent future such deaths. 

I would like to show a second chart from the 2003 Florida Medi- 
cal Examiners Interim Report of drugs identified in deceased per- 
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sons. Some of these data have been discussed today. This chart 
shows the frequency of association of various drugs with deceased 
persons. Alcohol was associated with the greatest number at 31.7 
percent, then benzodiazepines at 16.1 percent and cocaine at 14.6 
percent. All oxycodone medications combined were associated with 
5.6 percent. While this chart implies straight forward relationships 
between drugs and deaths, the reality is not so clear, as evidenced 
if you look at the report in detail. Determining the actual cause of 
death for any of these drugs is complicated and in many cases mul- 
tiple drugs were evident. 

Another study found that 97 percent of drug abuse deaths con- 
tributed to oxycodone drugs actually involved several drugs. In dis- 
cussing these statistics I must state that any death from drug 
abuse is tragic, but as we seek solutions we must understand the 
problems well enough to develop solutions that will actually work 
to prevent such tragedies in the future. 

Another complication in understanding drug abuse trends is that 
abuse of single drugs by individuals is rare. For example the over- 
whelming majority of persons who used OxyContin non-medically 
in a Federal survey had abused at least two other analgesics and/ 
or illicit drugs of abuse, such as heroin, cocaine, and marijuana. 

Let me wrap up by mentioning six key recommendations that I 
believe could contribute to a comprehensive solution: First, address 
deficiencies in our drug abuse monitoring system that were de- 
scribe in the GAO report. We need accurate and timely informa- 
tion. Second, provide education at all levels of society about the 
dangers of prescription drug abuse. Third, nurture community 
partnerships as advocated by President Bush in his State of the 
Union Address. Fourth, strengthen our drug abuse treatment sys- 
tem so that people who develop addictions can get treatment that 
matches their needs when they need it. Fifth, encourage the devel- 
opment of comprehensive risk management programs for controlled 
medicines as recommended in the GAO report as well as by FDA 
and DEA. Finally, we need to address gaps in the drug control ef- 
fort opened by unregulated Internet sales. 

So, in conclusion, let me emphasize that prescription drug abuse 
and diversion is an important public health problem that warrants 
increased attention. There are no simple answers. As we move for- 
ward in search of strategies to deter abuse and reduce diversion we 
need to recognize the needs of people in pain as well as the health 
care professionals who treat them. I believe that these actions need 
to be part of a comprehensive solution to the problems of prescrip- 
tion drug abuse. 

Thank you for the opportunity to testify. 

Mr. Souder. Thank you for your testimony, and we will make 
sure your entire written testimony appears in the record, and if 
you have additional materials too. 

Ms. Theresa Tolle, is it Tolle. 

Ms. Tolle. Tolle, it is Tolle, yes. 

Mr. Souder. President of the Florida Pharmacy Association. 

[The prepared statement of Dr. Henningfield follows:] 
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On behalf of Purdue Pharma, 1 am pleased to appear at this hearing today on strategies for 
preventing prescription drug abuse. I am Dr. Jack Henningfield, Professor of Behavioral 
Biology, Department of Psychiatry, The Johns Hopkins University School of Medicine, where 1 
direct the Robert Wood Johnson Foundation, Innovators Combating Substance Abuse Awards 
Program. I am also Vice President, Research and Health Policy at Pinney Associates, a science 
and health policy consulting firm. 

Pinney Associates is a science and health policy consulting firm specializing on issues emerging 
at the convergence of science, health and policy, always with a goal of contributing to the 
improvement of public health. In this capacity we serve many organizations and agencies, public 
and private, including pharmaceutical companies, large and small. These include Abbott 
Laboratories, Bayer, GlaxoSmithKline, Jannsen, Pfizer, Purdue Pharma, Shire, and Women’s 
Capital Corporation. Such companies seek the expertise of myself and my colleagues at Pinney 
associates to help to identify potential factors contributing to drug misuse, abuse, diversion, and 
addiction, and then to assist in the development of strategies for minimizing such unintended 
consequences while enabling appropriate medication use and access. Pinney Associates has 
assisted Purdue Pharma in its efforts to understand the factors that lead to abuse and diversion of 
OxyContin® (oxycodone HC1 controlled-release) Tablets (hereinafter, “OxyContin”) and similar 
drugs and to assist in developing more effective strategies for reducing abuse and diversion. 

I was trained in behavioral science, pharmacology, and other disciplines relevant to 
understanding drug addiction and have been actively engaged in addiction research for more than 
30 years. From 1980 to 1996, 1 was a scientist at the National Institute on Drug Abuse (NIDA), 
where 1 also headed the Biology of Dependence and Abuse Potential Assessment Laboratory and 
Clinical Pharmacology Research Branch. My studies at NIDA included assessment of a variety 
of prescription drugs for abuse potential and the development of treatments for addiction. I was 
also actively engaged in drug policy issues and public health, contributing to the first four of 
NtDA’s Triennial Reports to Congress, serving on FDA and other governmental committees, and 
contributing addiction expertise to numerous reports to the Surgeon General on Smoking and 
Health. 1 have published over 300 scientific articles as well as several books and monographs 
pertaining to drug addiction. 

I should also note that I am not a medical doctor and do nol treat pain patients, rather 1 am here 
as an expert in addiction to provide information that I hope will be relevant to the consideration 
of policies to reduce prescription drug abuse and addiction, while ensuring access to these life 
saving drugs for those who need them. 1 have been invited by Purdue Pharma and the 
Subcommittee to offer my recommendations on the topic, “to do no harm: strategies for 
preventing prescription drug abuse.” I recognize that there is a myriad of issues to address and 
recommendations to consider, however, my focus and recommendations will be on those 
pertaining to drug abuse and addiction. There are no simple solutions and in few areas of public 
health are the words of H.L. Mencken so apropos. He said: “for every complex problem there is 
a solution that is simple, neat, and wrong. " 

Use of Terminology 
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Before 1 begin J would like to define a few of the terms that are key to my testimony, but that are 
often used inconsistently or inappropriately. The term “addiction” is generally used 
synonymously with “drug dependence,” “chemical dependence,” or “substance dependence” and 
refers to a chronic disease characterized by behaviors that include one or more of the following: 
impaired control over drug use, compulsive use, continued use despite harm, and craving. See 
Exhibit A. In the case of opioid analgesics, that is, morphine-like pain medicines, the body will 
generally develop a level of “physical dependence,” such that abrupt abstinence will precipitate a 
’withdrawal syndrome,’ also called the ‘abstinence syndrome.’ Medically managed analgesic 
use includes strategies for gradual discontinuance, if the patient no longer needs a medicine, to 
avoid withdrawal. “Tolerance” describes the diminishing of some effect of a drug when a person 
has taken it repeatedly. In the case of opioid abuse, tolerance to the euphoria or “high” develops 
predictably and relative quickly, leading the abuser to consume more of the substance, or mix it 
with other substances, trying to achieve the same degree of euphoria. In the case of a patient 
taking an opioid analgesic in a proper manner, tolerance to the respiratory depression effects 
occurs quickly, adding a margin of safety that the occasional abuser may not have. Tolerance to 
the constipating effects of opioid analgesic virtually never occurs, however. Tolerance to the 
analgesia may occur, but clinical experience shows that what is initially thought to be tolerance 
to analgesia is often due to disease progression, in the case of pain from cancer, or causes other 
than analgesic tolerance in cases not related to cancer, such as disease progression, over-exertion 
in the face of deconditioning related to chronic pain, etc. In the setting of medical care, taking an 
opioid analgesic on a repeated basis can be expected to produce physical dependence. In the 
medical setting, neither physical dependence nor tolerance is synonymous with addiction. 

The term “misuse” is generally employed when a drug is used to treat a symptom, but not under 
supervision of a health care professional. For example, a person with pain might take an extra 
dose of medication at bedtime hoping it will help them sleep better, or a person who did not 
obtain a prescription for an analgesic might use the prescribed analgesic of a spouse to self treat 
his or her acute back pain. 

“Drug abuse” is nonmedical use of a drug, e.g., abusing a drug at a party. Abuse of opioid 
analgesics often leads to addiction and can be especially deadly because of the inexperience and 
low levels of tolerance to respiratory depression of the abusers. This risk is especially enhanced 
when drugs with different mechanisms of action are abused simultaneously, e.g., intoxication 
with alcoholic beverages followed by abuse of a prescription sedative or an opioid analgesic. 

The term “drug abuse” or its variant, “substance abuse” is often used as a broad umbrella term to 
cover both addiction and abuse, based on the notion that every active addict is, by definition, 
abusing drugs. Unfortunately, most national surveys provide little basis for distinguishing 
among these various categories of drug misuse, drug abuse and addiction. For example, misuse 
is genetically identified as abuse (“nonmedical use”) in the National Household Survey of Drug 
Abuse because it does not distinguish between such medication misuse and abuse. 

The term “iatrogenic addiction” to opioids is addiction that develops in a person, without a prior 
history of substance abuse or addiction, who is using opioids as intended for a legitimate medical 
purpose - that is, the treatment of pain. It should not be confused with the development of 
tolerance or physical dependence, as described above. The development of addiction to opioid 
analgesics in properly managed patients with pain has been reported to be rare. However data 
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are not available to establish the true incidence of addiction in chronic pain patients. This 
phenomenon was reviewed in detail by a special taskforce of the College on Problems of Drug 
Dependence (CPDD) and at an FDA advisory committee meeting that occurred this past 
September. 1 Both the CPDD taskforce and the FDA advisory committee noted that there is a 
need for study of the rates of new onset, or iatrogenic addiction among patients treated for pain, 
in different clinical settings, with and without histories of substance abuse. 

Prescription Drug Abuse: Brief History of an Evolving Problem 

Prescription drug abuse is a complex and evolving public health problem in which life saving 
medicines are sometimes misused, abused, or associated with addiction. The modem history of 
analgesic abuse and addiction in America may be traced to the introduction of the hypodermic 
syringe used to deliver morphine as a means of providing effective pain relief to thousands of 
suffering soldiers during and following the Civil War. The treatment was considered by many to 
be a “Godsend” to many thousands who were injured and disabled with pain. While pain relief 
drugs such as morphine provided much needed relief to the injured, they also had downsides. 

For example, a new disease emerged, referred to by some as “soldiers’ disease.” This term 
referred to the use of pain relieving drugs by soldiers who did not appear to need them for 
medical purposes, as well as those who appeared to suffer psychologically and socially from 
taking such medication. Of course, at that time in our history, the concept of ongoing, chronic 
pain was just forming in the medical literature. In fact, one of the first treatises on a family of 
chronic pain conditions emerged from the medical experience of Dr. Silas Weir Mitchell during 
and immediately following the Civil War. In this era, the presence of physical dependence or 
tolerance alone was equated with addiction, unlike modem thinking. Thus, the questions that 
have never been fully answered about “soldiers’ disease” is this: How many were addicted, how 
many were merely physically dependent and using the morphine to stave off the withdrawal 
syndrome, and how many were, in fact, suffering from unrecognized chronic pain and using the 
morphine in a manner that would be considered appropriate today? It is interesting in the context 
of today’s hearing to remind ourselves that, at that time, morphine, heroin, and other drags could 
be obtained over the counter and even ordered from the Sears, Roebuck and Company. 

By the early 20 th century, it was recognized that certain drugs warranted more stringent control 
with access sufficiently restricted to reduce inappropriate use, abuse, and addiction. One piece 
of legislation from the early 20 111 century worthy of noting is the Harrison Narcotic Act of 1914. 
This legislation was a well-intended effort to allow for medical access to “narcotic drugs,” 
predominately derivatives of coca and opium, through regulation of their distribution and 
dispensing via taxation. However, within a year of passage it was evident that serious problems 
were emerging, including the jailing of innocent doctors, which led to reluctance to use of 
opioids to treat patients suffering from debilitating pain. In addition, a black market of drugs was 
emerging to supply the needs and desires of abusers and addicted persons. 


1 Zacny J, Bigelow G, Compton P, et ai. College on Problems of Drug Dependence taskforce on 
prescription opioid non-medical use and abuse: Position statement. Drug and Alcohol Dependence 
2003;69:215-232; Meeting of the Anesthetic and Life Support Drugs Advisory Committee, September 9- 
10, 2003. 
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From a legislative perspective, the Harrison Narcotic Act was only the beginning, but it is 
important to note in light of today’s hearing because it illustrates the problem that we are still 
struggling with today - a way to ensure that people with legitimate medical needs get the 
medicine they deserve, while curtailing diversion, trafficking, abuse and addiction. The 
regulatory struggles we are faced with today in terms of finding the right balance of access and 
control have been with us for over a century and most likely will be with us for the foreseeable 
future. 

The Controlled Substances Act (CSA), of the Comprehensive Drug Abuse Prevention and 
Control Act of 1 970, laid the legal foundation for efforts by the Department of Justice to reduce 
drug abuse. The legislation placed restrictions on the manufacture and distribution of several 
categories of drugs with a potential to produce abuse and addiction, as well as certain chemicals 
used in the illicit production of controlled substances. Controlled substances are those drugs 
designated by the Drug Enforcement Administration (DEA) and the Food and Drug 
Administration (FDA) on the basis of definitions and criteria described in the Act. 

Controlled substances are regulated into one of five schedules. Schedule I is reserved for highly 
addictive drugs with no recognized medicinal value and thus are not permitted for sale (e.g., 
heroin, LSD, marijuana). Schedules II through V are used to classify drugs that are approved 
for medicinal use and marketing, but also have addiction or abuse potential and, thus, have 
varying levels of control over manufacturing, distribution, and prescribing, depending on the 
schedule. Cough medicines requiring a prescription are placed in schedule V, many sedatives 
are placed in schedule IV or III, and schedule II is reserved for morphine-like opioid analgesics 
and amphetamine-based stimulants. Recommendations for drug scheduling are jointly 
developed by the FDA, DEA and NIDA. 

Since passage of the CSA, new challenges have emerged that were not anticipated by the Act. 

For example, the Internet provides a virtually instantaneous means of enabling drug abusers to 
leam of new ways to obtain and abuse drugs as well as to purchase drugs without prescriptions. 

In addition, the way a drug is formulated can make it a target for abuse and diversion but 
virtually all morphine-like opioids are abused. These and other factors have required that the 
CSA be increasingly supplemented by what the FDA now terms risk management programs to 
provide additional controls on a drug specific basis. I will provide greater detail on this later in 
my testimony. 

The struggle to find the right balance will unfortunately not end in the near term because the 
continuing push for ever more effective medicines will undoubtedly be matched by creative 
entrepreneurial illicit drug sellers whose interest is in creating and feeding abuse and addiction. 

In fact, it may be appropriate to view the problem in much the same way that the Centers for 
Disease Control and Prevention (CDC) views infectious diseases, such as influenza. From a 
public health perspective, there are many similarities in measuring, documenting, and responding 
to the challenges posed by potentially addictive drugs, both licit and illicit, as are posed by the 
endless cycles of influenza and other infectious diseases. 

Trends in Substance Abuse 
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The various cycles of substance abuse are not entirely controllable nor readily anticipated. For 
example, cocaine went from a small blip on the tracking surveys to our nation’s major drug of 
concern from the 1 970s to the 1 980s; and that was before the advent of the crack formulation in 
the mid-1 980s that fostered further expansion of the illicit market. Opioids including heroin also 
saw resurgence in the 1980s as depicted in a 1981 Newsweek article entitled, “Middle-Class 
Junkies.” 

The 1990s witnessed an increase in prescription opioid abuse as these drugs were considered to 
be identifiable, purer, and, erroneously, safer and less addictive when abused. This may have 
been further fostered by widely reported interviews with popular icons such as Courtney Love 
who claimed she didn’t abuse “street narcotics,” but did abuse prescription opioids. The ability 
of the Internet to enable drug abusers and sellers to share information has undoubtedly 
complicated efforts to control abuse and to limit “outbreaks.” 

Increased prescription drug abuse in the 1 990s has been particularly noteworthy among the 
stimulants and opioid analgesics as well as anabolic steroids. Among opioid analgesics, national 
figures indicate that the hydrocodone-containing cough and analgesic medicines are abused most 
frequently, with the oxycodone drugs currently in second place. 

The chart below shows rates of non-medical use for a number of drugs and drug classes, 
including illicit drugs and prescription medications, for the year 2002. It is important to keep the 
overall substance abuse problem, illicit and prescription, in perspective. 
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Past Year Abuse and Non-Medical Use of Drugs, 
Reported by SAMHSA: NSDUH, 2002 

ILLICIT DRUGS 

Any Illicit Drug 

Marijuana and Hashish 

Cocaine 

Hallucinogens 

Inhalants 

Heroin 

PRESCRIPTION DRUGS 
Any Psychotherapeutic 
Pain Relievers 
Tranquilizers 
Stimulants 
Sedatives 

0 1 2 3 4 5 6 7 

Illicit drugs - Have you ever, even once, used [drug]? Percent of the US Population 

Prescnpbon drugs : Have you ever, even once, used [drug] that was not prescribed for you or that you took only for the 

experience or feeling It caused? 



The next chart focuses specifically on prescription analgesics, showing rates of non-medical use 
for a number of different medication brands. I show it to illustrate the diversity of analgesics that 
are abused and the complexity of the challenges facing us: drug abusers have lots of choices and 
history tells us that if they are denied one source they will turn to another, particularly when 
they have not been thoroughly educated regarding the dangers of abusing prescription 
medications. 
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Lifetime Non-Medical Use of Specific Prescription Analgesics in the U.S. population, 



Source: SAMHSA, Office of Applied Studies, National Household Survey on Drug Abuse, 2001. 


Limitations of Available Data 

While hindsight provides a clear picture of trends in substance abuse, current limitations on 
tracking such trends is a problem that warrants greater attention. Tracking prescription drug 
abuse raises challenges that go beyond those that exist for tracking illicit drug abuse trends. For 
example, while any use of an illicit drug might be considered abuse in a general sense, it appears 
likely that at least some nonmedical use of prescription analgesics is more appropriately termed 
misuse. However, available surveys do not always distinguish between use by a person for whom 
the medication was not prescribed, even if it were taken only once and for a reasonable medical 
need, and a pattern that might more accurately be considered “abuse,” such as “recreational” 
abuse of an illicitly procured medication. In addition, with respect to prescription drug abuse 
and diversion, brand names can be highly relevant. In fact, various brands of oxycodone- 
containing medications differ widely in their content and formulation, which can alter their affect 
and appeal. However, the surveys were not designed to collect valid brand-specific data. 

Rather, they were developed with a focus on illicit drugs, in which various types are identified in 
some surveys (e.g., injection cocaine versus smoked cocaine), but there has been no apparent 
historical need for the equivalent of “brand” specific information. The December 2003 General 
Accounting Office (GAO) report on prescription drugs, entitled “Prescription Drugs: OxyContin 
Abuse and Diversion and Efforts to Address the Problem”, acknowledged these limitations 
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concluding that current federal surveys do not provide reliable, complete, or timely information 
that could be used to identify abuse and diversion of a specific drug. 2 

This represents an important gap in our nation’s drug abuse surveillance infrastructure that needs 
to be remedied in order to provide the data needed to guide effective responses to trends and 
apparent “outbreaks.” To put it into perspective, imagine if the CDC did not receive reliable data 
until 1-2 years after an outbreak began of an infectious disease, such as SARS, West Nile Virus, 
or a new influenza, and if the data provided little specific information as to the nature of the 
newly emergent strain. Although hard to imagine, this is the current situation in terms of 
surveillance data for prescription drug abuse. A more timely, reliable and efficient means for 
tracking such abuse is warranted. 

Another important aspect of any public health effort is accurately estimating the numbers of 
deaths and correctly attributing their cause. This is critical in the development of efforts to 
prevent future deaths; otherwise, time, effort, and resources can be diverted into ineffective 
efforts. While this may seem basic, in the area of substance abuse, the science of estimating and 
attributing deaths has lagged far behind that in other areas of public health. This was starkly 
evident at SAMHSA’s important hearing last May to address the rising deaths attributed to 
methadone, which I will discuss in greater detail shortly. That hearing made clear that the 
numbers of deaths appropriately attributed to methadone has probably been greatly 
overestimated because it appears that most of the deaths involved the simultaneous abuse of 
more than one drug, often including alcohol, so-called “polydrug abuse.” Second, although 
some news stories attributed the rise to lax procedures in methadone treatment clinics for heroin 
addicted persons, in fact, it appeared that increased use of methadone as a analgesic - its original 
indication — was a major factor. The need for substantia] improvements in our ability to estimate 
and appropriately attribute cause of death was also discussed in detail. 

The chart below is reproduced in toto from the 2003 Interim Report of Drugs Identified in 
Deceased Persons by Florida Medical Examiners. The chart shows the frequency of association 
of various drugs with deceased persons. Cases in which multiple drugs were in evidence were 
multiply counted, and the specific cause of death may not have been clear, or may have been 
accurately attributed to a lethal cocktail of several drugs, each one of which is counted as a 
causative agent in the tally. Nonetheless, the chart reflects the many drugs that are associated 
with drug deaths and thus indicates the scope and complexity of preventing deaths from drug 
abuse. Alcohol was associated with the greatest number of deaths at 31 .7%, then 
benzodiazepines, cocaine and so forth. All oxycodone medications were associated with 5.6%, 
although 1 remind you that in some of these cases other drugs were also found and considered 
causative by the originating medical examiner. 


2 United States General Accounting Office (GAO). Report to Congressional Requesters. Prescription 
Drugs: OxyContin Abuse and Diversion and Efforts to Address the Problem. GAO-04-110. December, 
2003. 
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Frequency of Occurrence of Drugs in Decedents 
January - June 2003 



Meihyfeied Amphetamines 
1.3% 


Propcxyphene 

2.5% 

1 .«% 


Nole: CH8, Ketamine, Freon, N20, Hydromorphone. Meperidine, and Tramadol constituted less than 1% of the drug frequencies. 

Source: Interim Report by Florida Medical Examiners Commission on Drugs Identified in Deceased Person, October 
2003 . 

While this chart appears to illustrate a simple, straightforward story, in reality, the story is not so 
simple. A recent study, done at the request of Purdue Pharma, sheds further light on this issue. 
The study was conducted by two of our nation’s leading forensic experts. Dr. Edward Cone, 
former chief of the chemistry laboratory at the N1DA and presently at Pinney Associates, and Dr. 
Yale Caplan, former chief toxicologist of the Maryland Medical Examiner’s Office. The 
purpose of the study was to help better understand actual causes of death involving one 
oxycodone drug, OxyContin. This analysis was published last year as the lead article in the 
March edition of the Journal of Analytical Toxicology. 3 One of the major findings of the study 
was that the vast majority of deaths that were attributed to OxyContin were, in fact, polydrug 
abuse deaths, frequently involving alcohol. 

In pointing out these statistics, 1 must state that any death from drug abuse is tragic. But in order 
to seek solutions, one must first understand the problems. 


3 Cone EJ, Fant RV, Rohay JM, et al. Oxycodone involvement in drug abuse deaths: A DAWN-based 
classification scheme applied to an oxycodone postmortem database containing over 1000 cases. 
Journal of Analytical Toxicology 2003;27:57-67. 
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Single Entity Drug Abuse is Rare 

A further complication in identifying and understanding prescription drug abuse trends is that 
single entity abuse (i.e., abuse involving just one drug) is rare. At a general level this has been 
well understood for decades. With respect to prescription drug abuse, the relationships appear 
even more complex as brands within a category and across categories are interchanged as a 
function of such factors as availability, price, current media hype, and what, in the realm of 
product marketing, is termed “buzz” marketing. That is to say, the “buzz” or “hype” or 
reputation developed for a particular product may be short or long lived and may have little to do 
with its actual physical performance. 

In the case of analgesics, Pinney Associates has analyzed data from the 1999, 2000, and 2001 
National Survey on Drug Use and Health (NSDUH, which was formerly known as the National 
Household Survey on Drug Abuse or NHSDA) to examine rates of non-medical drug use in the 
U.S. population (12 years of age and older) and examine the demographic and drug abuse 
profiles of those reporting such use. 

Although the focus of our analysis was specific to OxyContin, the findings are not unique to 
oxycodone drugs but certainly apply to other classes of analgesics, as well as other categories of 
prescription drugs. Specifically, the analysis shows that the overwhelming majority of persons 
who had abused OxyContin non-medically during their lifetime had abused at least two other 
analgesics and/or nonprescription drugs of abuse such as heroin, cocaine and marijuana. Alcohol 
and marijuana abuse, along with cigarette smoking, are prominent in this survey and generally 
precede abuse of opioid analgesics. 

For each of the three years examined, non-medical OxyContin users were, on average, 
approximately twice as likely to report non-medical use of at least two additional prescription 
analgesics, 1 .7 times as likely to report having abused cocaine, 2.8 times as likely to report 
having abused heroin, and 3.6 times as likely to report having used needles to inject drugs of 
abuse as compared to non-medical users of other prescription analgesics. Furthermore, the initial 
non-medical use of prescription analgesics was typically preceded by abuse of other drugs: over 
80% of those reporting non-medical use of OxyContin reported having abused illicit drugs or 
engaged in non-medical use of other prescription medications (i.e., tranquilizers, sedatives, 
stimulants) prior to their first non-medical use of prescription analgesics. These data are also 
consistent with those from a NIDA-supported Kentucky Youth Survey in 2001 that found that 
most youth who had abused OxyContin had prior experience with several drugs of abuse. 

Such findings are consistent with decades of data indicating that abusers of drugs within a given 
class (e.g., sedatives, stimulants, or opioids) are very likely to try new drugs that come along and 
that their actual abuse patterns will be substantially influenced by a range of factors including 
cost, availability, and reputation. The challenge to reducing drug diversion, abuse, and addiction 
is to respond appropriately to the “drug of the day” without simply shifting abusers to other 
drugs, which in some cases may be even more risky. 

The complexity of the problem is made even more difficult by the fact that the solution to one 
problem may precipitate or exacerbate another. For example, concerns about overdose led the 
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FDA to approve the following warning for inclusion in the OxyContin labeling: “OxyContin 
TABLETS ARE TO BE SWALLOWED WHOLE AND ARE NOT TO BE BROKEN, 
CHEWED, OR CRUSHED. TAKING BROKEN, CHEWED, OR CRUSHED OxyContin 
TABLETS LEADS TO RAPID RELEASE AND ABSORPTION OF A POTENTIALLY 
FATAL DOSE OF OXYCODONE.” As noted in the GAO Report discussed above, this “safety 
warning. . . may have also contributed to the drug’s potential for abuse and diversion, by 
inadvertently providing abusers with information on how the drug could be misused.” 

None of the examples provided are intended to fully explain prescription drug abuse trends and 
consequences. Rather, they are an attempt to illustrate the complexity of the challenges before 
us and the need to minimize unintended consequences. For example, as a result of media 
attention on the dangers of oxycodone drugs, some doctors are turning to alternative analgesics 
to treat their patients with pain. One such analgesic is methadone, a strong analgesic also used to 
treat opioid addicted persons, such as those addicted to heroin. However, methadone requires 
close monitoring of dosing, particularly when it is used in the treatment of pain, as the doses that 
are effective for relieving pain can produce severe respiratory depression for many people if it is 
not dosed and titrated appropriately. Unlike most other opioid analgesics, methadone 
demonstrates great variability between patients with regard to duration of action, accumulation 
and excretion, making its safe use more challenging than other opioid analgesics. 

This issue is generally well understood by health care professionals with experience in treating 
addiction and pain with methadone. However, for doctors without such experience, turning to 
methadone as an alternative to oxycodone and hydrocodone medicines could prove dangerous to 
their patients. According to Dr. Edward C. Covington of Ohio’s Cleveland Clinic, who was 
quoted in the New York Times (February 9, 2003), “Methadone is probably one of the very few 
drugs that I’ve seen doctors almost kill patients with. It’s that hard to use when you first start to 
use it.” 

Use of methadone as an alternate analgesic is being increasingly viewed as a major contributor to 
the sharp increase in methadone related deaths over the past few years. Unfortunately, the media 
portrayal of the increase in methadone use has often been attributed to other things, such as 
liberal use of methadone and methadone dosing take home privileges in heroin treatment clinics. 4 
As a result, some states took actions to restrict how methadone is used in the treatment of heroin 
addiction. 

Last May, the U.S. Substance Abuse and Mental Health Services Administration’s Center for 
Substance Abuse Treatment (SAMHSA, CSAT) convened the conference referenced previously 
to examine the extent, nature, and cause of methadone-related deaths in the US. Specifically, 
deaths initially attributed to methadone had increased substantially in Washington D.C., Maine, 
and Florida. The conference included representatives of the CDC, DEA, FDA, N1DA, other 
organizations, and many experts. Although not intended as a consensus conference per se, 
strong agreement emerged around several points. First, the increase in deaths attributable to 
methadone were largely polydrug related and included many people apparently medicated for 


4 “Methadone, Once the Way Out, Suddenly Grows as a Killer Drug", The New York Times, February 9, 
2003. 
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pain. Second, there is little evidence that there has been an increase in appropriate use of 
methadone treatment for addiction nor is there a basis for new national restrictions on the use of 
methadone in substance abuse treatment clinics. Third, concern was expressed that fear of 
prescribing oxycodone, in particular OxyContin, and other opioid analgesics among health care 
professionals, along with the substantially lower cost of methadone, was driving physicians, 
managed care plans, or state Medicaid programs to switch to methadone as an alternative 
analgesic. This was considered a potentially dangerous switch for doctors without extensive 
experience with methadone dosing for analgesia. 

The methadone example is important because it illustrates a larger point. As we consider 
policies to reduce abuse and diversion of any given class of drugs, or any specific drug, it is 
important to study all potential consequences and make every effort to avoid harmful unintended 
consequences. 

Potential Solutions 

If there was a simple straightforward solution to the issue of prescription drug abuse, there would 
be no need for this hearing. If you took the extreme action to ban the top 1 0 prescription opioids 
that are associated with the highest rates of diversion and abuse, they would be quickly replaced 
by 1 0 other drugs. In addition, you would disrupt the lives of the many patients with pain whose 
well-being depends upon those drugs. 

Although there remain many unknowns, there are many things that can be done to reduce 
prescription drug abuse without discouraging legitimate and medically appropriate use of 
medications by patients. However, severely limiting access of analgesics with new burdens on 
doctors and pharmacists would surely result in reduced utilization by patients and almost 
certainly increase pain and suffering in our country. It is also not clear that such action would 
have any effect on opioid abuse and addiction because there are so many alternatives to opioids 
that could be obtained on the street and through the Internet. It is important that in our zeal to 
reduce abuse and diversion, we do not forget that we continue to have a significant problem of 
under treatment of pain and its attendant suffering, in part due to fears surrounding the use of 
opioid analgesics. Ideally, in our efforts to devise strategies to reduce abuse and addiction, we 
should be simultaneously devising strategies to improve the treatment of pain. 

Surveillance. There are deficits in our nation’s infrastructure for understanding prescription 
drug abuse and diversion that need to be remedied. We need a surveillance system that is 
geographically sensitive, responsive to emerging trends and timely. Our system for identifying 
drug abuse outbreaks and trends should be no less effective or comprehensive than is our 
nation’s system for tracking infectious disease such as influenza by the CDC. Many of our 
current surveys will continue to have an important place and have been undergoing 
improvements in recent years, yet GAO’s conclusion that “data on abuse and diversion are not 
reliable, comprehensive, or timely” is a sad reminder of the challenge that lies ahead in this area. 

Education. Among the many challenges our nation faces in reducing prescription drug abuse is 
the need to better educate our children. The concept that abuse of an opioid analgesic can be as 
deadly is the abuse of street heroin is apparently not a readily known fact. It is plausible that by 
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iocusing anti-drug messages on illicit drugs, we have created the impression that prescription 
drugs are not a major concern. Yet, most children have far easier access to potentially harmful 
medicines than they do street drugs - in the family medicine cabinet. We clearly need better 
balance in education and anti-drug information to teach our young about the dangers of 
prescription drug abuse, while helping them to understand the vast difference in safety between 
appropriately supervised medical use and the abuse of the same medicine. While children today 
receive more education about the dangers of illicit drug abuse, smoking and drinking, than in 
decades gone by, prescription drug abuse has not received the equivalent degree of attention. 

Education also needs to include health care professionals (doctors, pharmacists, nurses, etc.), 
policy makers, medical licensing boards, other regulators, law enforcement and the public on the 
appropriate use of pain medications and what constitutes misuse, abuse and addiction. Education 
needs to include such basics as proper disposal of prescription medicines that are no longer 
needed. The educational needs are broad, real, and important. 

Community Partnerships. During his State of the Union address, President Bush emphasized 
the importance of community-based strategies in preventing drug abuse and other problems of 
our young. Substance abuse community partnerships are recognized as a cornerstone of 
building awareness, providing guidance, and fostering alternatives to destructive behaviors, yet 
they are too often underappreciated, underutilized and under-funded. 

NIDA, other federal agencies, and private organizations, have supported many of these efforts 
and helped to develop their science base so that we are learning more and more about what 
works, what doesn’t work, and the important considerations in transferring success from one 
community to another. This is vital if we are to reduce prescription drug abuse in both the short 
and long-term. 

One such program is the Communities That Care® (CTC) program, which emerged in part with 
funding from the NIDA, and is sponsored in 10 communities in seven states by Purdue Pharma. 
CTC is a community mobilization and prevention effort that is based on over 20 years of careful 
social science research. Program professionals collaborate with local community leaders to 
develop long-term strategies to reduce the occurrence of a number of different problems facing 
youth in communities today. One of the important nurturing grounds for CTC was the State of 
Pennsylvania, where the program had strong support from then Governor Tom Ridge and 
benefited from the active involvement of Mrs. Ridge, who is today a national spokesperson for 
CTC. Today, the program is in place in over 500 communities in the U.S. and is also in place in 
the United Kingdom, Australia and the Netherlands. Such partnerships of government, 
community, and corporate America should be encouraged. All have a stake; all stand to benefit. 

Drug Addiction Treatment Needs. There is also a considerable need to strengthen our 
treatment infrastructure. More treatment is needed today and will undoubtedly be needed in the 
future, despite our many efforts to curb addiction. Former Surgeon General, Dr. C. Everett 
Koop, has summarized the treatment situation most elegantly. He said, “It is easy to get the 
drugs, hard to get treatment. Our challenge as a nation is to reverse this.” 
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It is evident from the streets of America to the White House that formidable challenges must be 
overcome to achieve Dr. Koop’s vision. According to the Office of National Drug Control 
Policy (www.whitehousedrugpolicy.gov/publica1ions/factsht/methadone), less than 165,000 
methadone treatment slots are available for the more than 800,000 heroin users in apparent need 
of such treatment. Moreover, while heroin abuse is dispersed throughout the nation, most 
treatment centers are concentrated in major cities. 

Today, those abusers who become addicted to prescription drugs are in much the same situation 
as those who become addicted to illicit drugs. The addictive drugs are accessible through 
channels that they know how to use. If they seek treatment, they typically face a discouraging 
patchwork quilt system that would challenge many of us to negotiate. In some respects, the 
plight of many prescription drug abusers is even worse, in that many of them live in regions of 
the country without opioid addiction treatment clinics. They may have to travel hours to reach 
one. Only a few clinics are prepared to address the needs of adolescents who become addicted to 
opioids, a growing trend according the NSDUH. Our nation has taken some steps to address 
this. The Drug Abuse Treatment Act of 2000 was an important one. This Act enables certified 
doctors to offer certain treatments to opioid addicts in an general medical office setting. 
However, many barriers to the success of this Act exist and it needs refinement to have a 
significant impact on the national problem of opioid addiciton. 


Risk Management. We have a system of categorizing and regulating drugs based on their 
addictive potential, and that system is codified by the Controlled Substances Act (CSA). 
Although developed in a simpler day, when drug formulation was not so prominently on the 
radar screen of concern, the CSA and its provisions are the backbone of the system for regulating 
drugs with a potential for abuse and addiction. The CSA primarily addresses the pharmacology 
of the chemical entity, providing a basis for differentially scheduling and regulating drugs based 
on their pharmacology. This is a science-based mechanism of fundamental importance. For a 
number of years it was my honor to head the laboratory at N1DA that developed many of the 
scientific methods used to categorize drugs and 1 am well aware of the strengths and weaknesses 
of the methods. I have worked with the College on Problems of Drug Dependence and other 
organizations to continue to refine these methods. Refinement of the methods and evolution of 
strategies is critical and with continuing support from NIDA and other federal agencies this 
important area of science will continue to progress and keep pace. Again, one can think of this 
as the equivalent to what we expect of CDC in its ability to refine its methods and keep pace 
with evolution of disease types and the surprise emergence of new diseases. 

On the other hand, the CSA has limitations, in that abuse and diversion are modulated by factors 
that go far beyond the chemistry and pharmacology of the drug. Such factors include the 
formulation of the drug, its dosing characteristics and capability, its liability to tampering, its 
indication, the nature of the intended patient population, how it is labeled and advertised, “buzz” 
about it in the media and on the street, and potential effects that are incidental to its intended 
effects. These factors and more can influence how a drug is properly used, its liability for abuse 
and diversion, and the consequences of abuse and diversion. Attempting to address this broad 
range of complex factors with any simple strategy will not work. It would be like attempting to 
manage a computer software glitch with a hammer - not that that isn’t tempting at times. Here 
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the answer may be best summarized by another GAO conclusion that bolsters one of FDA’s 
major strategic initiatives, namely, risk management. 

Risk management is both a concept and a process. The concept is simple: On a drug by drug 
basis, identify all plausible risks of marketing the drug and take actions to mitigate those risks 
while fostering beneficial drug use. The process is more complex and is as varied as the drugs 
themselves, the indications, and other factors. Nonetheless, it is this process, which has enabled 
the approval and marketing of drugs for which there were serious concerns by providing 
mechanisms to mitigate risks [examples include Acutane®, thalidomide, OTC nicotine, tramadol, 
Actiq®]. The process, with respect to drugs with potential for abuse and controlled substances, is 
largely guided by FDA, but in practice has input from DEA. This makes sense and continued 
collaboration should be encouraged. For these types of drugs, risk management programs 
contemplate not only the intended patient class, but exposure to people who would voluntarily 
abuse them. I would be remiss, however, if I did not encourage a third party in controlled 
substance scheduling issues to be given a more active role and that is the National Institute on 
Drug Abuse or N1DA. NIDA is not a regulatory agency and should not be turned into one, but 
NIDA is the closest thing our nation has to being the keeper of science in this field and NIDA’s 
role in helping to keep the process guided to the greatest possible extent by science is important. 

Implementation of the risk management process occurs via what is now referred to as the Risk 
Management Program. The GAO report concluded as follows: “FDA’s risk management plan 
guidance should encourage pharmaceutical manufacturers with new drug applications to submit 
plans that contain a strategy for identifying potential problems with abuse and diversion.” Risk 
management plans can be relatively simple or they can be very complex. In some cases they 
may include mechanisms for supplementing federal surveillance efforts with surveillance to 
address potential concerns that appear specific to the drug [examples include Tramadol, OTC 
nicotine gum, Purdue’s RADARS® System]. In virtually all cases, they include attention to 
labeling, marketing, and formulation. 

Moreover, risk management plans provide a mechanism to address the limitations of provisions 
of the Controlled Substance Act (CSA) on a drug-by-drug basis, taking into account the diverse 
range of factors that can contribute to benefit and risk. 

Risk management plans enable drugs to realize their potential to provide benefits while 
endeavoring to address all plausible risks with strategies to reduce those risks. This concept 
inherently recognizes the importance of finding the right balance in drug access to enable 
realization of benefits, with controls to minimize risks. The concept makes sense for virtually all 
categories of drugs, but I believe it is particularly useful with respect to all controlled substances, 
which, by definition, have abuse and addiction potential. 

Of course, risk management plans are no panacea or simple road to reducing abuse and 
diversion, and important issues remain to be addressed in the nature and process of risk 
management program development. For example, should the process be systematically extended 
to all drugs in a category or just to new drugs? Should the marketing and promotion of generic 
equivalents of a branded drug be accompanied by a risk management program similar to that of 
the branded medicine? How does the process of risk management interact with the scheduling 
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process? In other words, might the scheduling of a drug be influenced by its risk management 
program? It will also be helpful for FDA to develop further guidance on risk management 
program development procedures and expectations. By nature, the risk management program 
process will be evolutionary. My main plea for the process is that it strives to maintain the 
balance necessary to maximizing the benefits of drugs while minimizing their risks. That is the 
way to optimize the risk benefit ratio of a drug. That is the course to improving medicine, 
patient care, public health, and the lives of individuals in need of care. 

Drug Monitoring and Internet Sales Restrictions. An apparently growing problem that needs 
to be addressed is that of distribution and sales that escapes regulation such as Internet sales. 
Some of you may have read the Washington Post series that began October 1 9, 2003. This series 
highlighted an investigation undertaken by Post reporters into the growing shadow market of 
prescription drugs. The yearlong investigation by the Post revealed networks of “middlemen, 
felons and opportunists” operating out of storefronts and garages, and rogue merchants setting up 
Internet pharmacies that serve as “pipelines for narcotics.” While the U.S. system for the 
distribution of prescription medicines has been arguably the best in the world for a half century 
or more, that system, according to the Post investigation, is being undercut by a growing illegal 
trade in pharmaceuticals. Increasing recalls of tainted medicines and cross-border pharmaceutical 
trade are all a part of a larger pattern according to Post investigators. This larger pattern is 
threatening public health, and leaving victims in its wake. The result of this growing trade is 
“pharmaceutical roulette for millions of unsuspecting Americans.” 5 

The Post’s analysis of one internet pharmacy, prescriptiononline.com, showed that nearly 90 percent 
of the orders were for controlled substances, including hydrocodone. in some cases, orders went to 
multiple customers using the same address. For example, over the course of five months, 2,030 pills 
were shipped to five customers at one home in Baileyton, Alabama. Of those pills, 80 percent were 
for hydrocodone. When confronted with the Post analysis, the physician who wrote the prescriptions 
stated, “1 didn’t have that data at that time." The physician called the information “very disturbing. 
You’ve presented some information that certainly gives me some pause how this whole system can 
be blatantly abused and easily abused.” 

While some have argued that there have been no deaths related to importation, unfortunately 
they are wrong. The Post series identified multiple victims, including: James Lewis, 47, a 
former triathlete who suffered from aches and pains. Lewis turned to the Internet pharmacies in 
South Africa, Thailand and Spain to purchase painkillers. Lewis’ wife found her husband dead 
of an overdose from a drug he bought online. Ryan Haight was an 1 8-year old who died in his 
bedroom from an overdose after taking narcotics obtained on the Internet, Todd Rode, 38, was a 
skilled musician and computer whiz, who battled depression from the time he was a teenager. 

As an adult, he had bouts of drinking and argued with his doctors about his treatment. In 1999, 
Rode overdosed on medications he bought from a South African online pharmacy. These stories 
illustrate the real dangers that exist from online “consultations” and Internet sales of controlled 
substances. No matter what restrictions we put in place in the U.S., to the extent that we allow 


See Washington Post Five-Part Series, “U.S. Prescription Drug System Under Attack” (October 19-23, 

2003). 
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this practice to continue, it will undoubtedly impact our ability to curb abuse and diversion of 
prescription medicines in the U.S. 

Now my expertise is not on prescription monitoring and controlling Internet sales, but as a drug 
abuse expert it is clear to me that these unregulated sales are a hemorrhage in our system. For 
the record, 1 would like to append the testimony of Dr, J. David Haddox, Vice President, Health 
Policy, Purdue Pharma, as Exhibit B, On behalf of Purdue Pharma, Dr. Haddox recommended 
the following: 

Additionally, Purdue supports the concepts in federal legislation that it understands is being 
considered by Members of Congress that, among other things, would promote the development 
of effective state prescription monitoring programs to identify and reduce "doctor shopping 
regulate Internet pharmacies in an effort to curb diversion and abuse of controlled substances; 
establish a working group to address pharmaceutical counterfeiting; and call for baseline 
research on prescription drug abuse, more comprehensive and accurate reporting, and grants 
for drug abuse education programs for healthcare professionals, teachers, and parents. Purdue 
also strongly supports efforts like the Dime Out a Dealer program being sponsored by 
Congressman Weldon from Pennsylvania. This program is aimed at finding and arresting 
"dealers ” who are illegally selling prescription drugs on the streets and campuses. 

Although this is not my area of expertise, the concepts he espoused make sense as strategies for 
addressing important gaps in our system of drug control. 


Conclusion 

Prescription drug abuse and diversion are an important public health problem and warrant 
increased attention. Unfortunately, there are no easy answers. As I stated earlier, H.L. Mencken 
once said, “For every complex problem there is a solution that is simple, neat, and wrong.” As 
we move forward in search for solutions to deter abuse and reduce diversion, we should be 
cognizant of the needs of pain patients, as well as the healthcare professionals who care for them. 
We need to recognize that efforts to reduce abuse and addiction by nonmedical users, and reduce 
diversion require finely tuned efforts as part of the risk management process to supplement 
national policies. Better surveillance is vital to enable responsive and appropriate actions and 
community partnerships need to be companions in the process. 

Thank you for the opportunity to testify. I will be pleased to contribute to this important process 
in any way. 
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Definitions Related to the 
Use of Opioids for the Treatment of Pain 


A consensus document from the American Academy of Pain Medicine, the American Pain Society, 
and the American Society of Addiction Medicine. 


BACKGROUND 

Clear terminology is necessary for effective communication regarding medical issues. Scientists, 
clinicians, regulators, and the lay public use disparate definitions of terms related to addiction. These 
disparities contribute to a misunderstanding of die nature of addiction and the risk of addiction, 
especially in situations in which opioids are used, or are being considered for use, to manage pain. 
Confusion regarding the treatment of pain results in unnecessary suffering, economic burdens to society, 
and inappropriate adverse actions against patients and professionals. 

Many medications, including opioids, play important roles in the treatment of pain. Opioids, however, 
often have their utilization limited by concerns regarding misuse, addiction, and possible diversion for 
non-medical, uses. 

Many medications used in medical practice produce dependence, and some may lead to addiction in 
vulnerable individuals. The latter medications appear to stimulate brain reward mechanisms; these 
include opioids, sedatives, stimulants, anxiolytics, some muscle relaxants, and cannabinoids. 

Physical dependence, tolerance, and addiction are discrete and different phenomena that are often 
confused. Since their clinical implications and management differ markedly, it is important that uniform 
definitions, based on current scientific and clinical understanding, be established in order to promote 
better care of patients with pain and other conditions where the use of dependence-producing drugs is 
appropriate, and to encourage appropriate regulatory policies and enforcement strategies. 


© 2001 American Academy of Pain Medicine, American Pain Society and American Society of Addiction Medicine 
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RECOMMENDATIONS 


The American Academy ol Pam Medicine, the American Pair. Society, and the American Society of 
Addiction Medicine recognize the follow mg definitions and recommend their use 


). Addiction 

Addiction is a primary, chronic, ncurobio logic disease. with genetic, psychosocial, and 
cm ironmental factors influencing its development and manifestations. It is characterized 
by hehasiors that include one or more of the following: impaired control over drug use, 
compulsive use. continued vise despite harm, and craving, 

I!. Physical Dependence 

Physical dependence is a state of adaptation that i<> manifested by a drug class specific 
withdrawal syndrome that can be produced by abrupt cessation, rapid dose reduction, 
decreasing blood level of the drug, and/or administration of an antagonist. 

HI. Tolerance 

Tolerance is a state of adaptation in which exposure to a drug induces changes that result in 
a diminution of one or more of the drug’s effects over time. 


DISCUSSION 

Most specialists m pain modi: me and addiction medic mo agree that patterns treated with prolonged 
opioid therapy usually do develop physical dependence and sometimes develop tolerance, but do not 
usually develop addictive disorders However, the actual risk is not known and probably varies with 
genetic predisposition, among other factors. Addiction, unlike tolerance and physical dependence, is not 
a predictable drug effect, but represents an idiosyncratic adverse reaction in biologically and 
psychosocial ly vulnerable individuals. Most exposures to drugs that can stimulate the brain’s reward 
center do not produce addiction. Addiction is a primary chronic disease and exposure to drugs is only 
one of the etiologic factors in its development 

Addiction in the course of opioid therapy of pain can best be assessed after the pain has been hrought 
under adequate control, (hough this is not always possible Addiction is recognized by the observation of 
one or more of us characteristic features: impaired control. cra\ ing and compulsive use, and continued 
use despite negative physical, menial, and/or social consequences. An individual’s behaviors that may 
suggest addiction sometimes arc simply a reflection of unrelieved pain or other problems unrelated to 
addiction Therefore, good clinical judgment must be used in determining whether the pattern of 
behaviors signals the presence of addiction or reflects a different issue. 

Behaviors suggestive of addiction may include: inability to take medications according to an agreed 
upon schedule, taking multiple doses together, frequent reports of lost or stolen prescriptions, doctor 
shopping, isolation from family and friends, and/or use of non-prescnbed psychoactive drugs in addition 
to prescribed medications. Other behaviors which may raise concern are the use of analgesic medications 
for other than analgesic effects, such as sedation, an increase in energy, a decrease in anxiety, or 
intoxication; non-compliance with recommended non-opioid treatments or evaluations; insistence on 
rapid*onset formulations, routes of administration; or reports of no relief whatsoever by any non-opioid 
treatments. 


O 2001 American Academy of Pain Medicine, American Pain Society and American Society of Addiction Medicine 
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Adv , ! '0 curKequence*' of addictive us,- of inequation ^ n;iv mciude nerx!<k‘p* >ed<' 5 ti‘*is oi mtuxu jiipii 
due 1 1 unerase, increnMr.g limetional impairment unu oner mcd.eal comp-icanon**. psychological 
manifestations such a'* irritahihiv. apathy, nnv.etv. or depression; or adverse legal, economic ui mk.uI 
cun sequences Cummon and expected side effects of the medications, such ^ constipation or sedation 
due to use of prescribed doses, are not viewed as adverse consequences m this context it should he 
emphasized that no single event is duunnstk of addictive disorder Rather, the Ouiunosij is made in 
response to a pattern of behavior that usually becomes obvious over tunc. 

Pseudo, ulcicium is a term which has been used to describe patient behav lors that nay occur when pain i? 
undert rented Patients with unrelieved pain may become focused on obtaining medications, may “clock 
watch, 1 ' and may otherwise scent inappi opt lately ‘ drug seeking " hven such behaviors as illicit drug use 
and deception can occur in the patient’s efTorts to obtain relief Pseudoaddiction can be distinguished 
from true addiction m that the behaviors resolve when pain is effectively treated 

Physical dependence on and tolerance to prescribed drugs do not constitute sufficient cv idcncc of 
psychoactive substance use disorder 01 addiction. They arc normal responses that often occur with the 
persistent use of certain medications Physical dependence may develop with chrome use of many 
classes of medications. These include beta blockers, alpha*? adrcncigic agents, corticosteroids, 
antidepressants, and othet medications that are not associated with addictive disorders. When drugs that 
induce physical dependence are no longer needed, they should be carefully tapered while monitoring 
clinical symptoms to avoid withdrawal phenomena and such effects as rebound hyperalgesia Such 
tapering, or withdrawal, of medication should noi be termed detoxification. At times, anxiety and 
sweating can be seen in patients who are dependent on sedative drugs, such as alcohol or 
hen/odta/epines, and who continue taking these drugs This is usually an indication of development of 
tolerance, though the symptoms may be due to a return of the symptoms of an underlying anxiety 
disorder, due to (he development of a new anxiety disorder related to drug uw. or due to true w nhdravval 
symptoms. 

A patient who is physically dependent on opioids may sometimes continue to use these despite 
resolution of pain only to avoid withdrawal. .Such use does not necessarily reflect addiction. 

Tolerance may occur to both the desired and undesired effects of drugs, and may develop at different 
rates for different effects. For example, in the case of opioids, tolerance usually develops more slowly to 
analgesia than to respiratory depression, and tolerance to the constipating effects may not occur at all. 
Tolerance to the analgesic effects of opioids ts variable in occurrence but is nev er absolute; thus, no 
upper limit to dosage of pure opioid agonists can be established 

Universal agreement on definitions of addiction, physical dependence, and tolerance is critical to the 
optimization of pain treatment and the management of addictive disorders. While the definitions offered 
here do not constitute formal diagnostic .criteria, it is hoped that they may serve as a basis for the future 
development of more specific, universally accepted diagnostic guidelines. The definitions and concepts 
that are offered here have been developed thiough a consensus process of the American Academy of 
Fain Medicine, the American Fain Society, and the American Society of Addiction Medicine 
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Exhibit B 


STATEMENT OF 

J. DA VID HADDOX, DDS, MD 
Vice President, Health Policy, Purdue Pharma L.P. 

ON BEHALF OF 

PURDUE PHARMA L.P. 

BEFORE THE 

SUBCOMMITTEE ON CRIMINAL JUSTICE, DRUG POLICY AND HUMAN RESOURCES 
OF THE COMMITTEE ON GOVERNMENT REFORM 

U, S. HOUSE OF REPRESENTATIVES 

FEBRUARY 9, 2004 


MR. CHAIRMAN: 

Thank you for giving me the opportunity to submit testimony for this hearing on 
behalf of Purdue Pharma L.P., the distributor of OxyContin® (oxycodone HC1 controlled- 
release) Tablets. For almost four years, addressing the diversion and abuse of OxyContin 
has been one of Purdue’s top priorities. The FDA has approved OxyContin for a medical 
purpose for those patients who need it. Tragically, there also has been extensive abuse of 
OxyContin in some regions of the country where it has been a part of the much larger 
problem of prescription drug abuse. Florida is one of those regions. We welcome a fresh 
look at this problem by your Subcommittee, and we pledge our support for your effort. 

Purdue is doing everything it can to be a part of the solution to the growing public 
health problem of prescription drug abuse. For example, here in Florida in November 
2002, Purdue worked collaboratively with then Attorney General Butterworth, and with 
other law enforcement officials and healthcare professionals, to bring important new 
resources to the medical and law enforcement communities. Let me quote Attorney 
General Butterworth: 

“Our agreement with Purdue consists of two unique components: first, Purdue has 
agreed to provide 2 million dollars to create the nation’s first real time software 
program that will enable doctors to check a patient’s prescription history while the 
patient is still there in their office. Second, Purdue has agreed to fund the nation’s 
first comprehensive and statewide training for law enforcement agencies seeking to 
stem the growing illegal use and abuse of prescription drugs. In addition, what 
makes this agreement so unique is that it was not lawyer driven. Rather, it was the 
product of a partnership between the medical profession, law enforcement, 
pharmacists, physicians and a pharmaceutical company. All working together to 
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create the best and most practical way to make sure that the growing number of 
potentially dangerous drugs are used to ease a patient’s suffering and pain, as 
opposed to feeding a street addict’s habit or a drug dealer’s greed-driven gang.” 

On January 21, 2004 in a hearing before the Florida Select Subcommittee on 
Medicaid Prescription Drug Over-Prescribing, Alan Must, Purdue’s Vice President of 
State Government and Legislative Affairs, described additional initiatives being 
undertaken by Purdue to reduce abuse and diversion of prescription drugs in Florida. A 
copy of his testimony is attached to my statement as Exhibit B-l. 

Since this hearing is being held in Orlando where the Orlando Sentinel has written 
extensively about OxyContin, 1 would like to join with local health care professionals who 
have raised concerns that sensational and inaccurate media coverage has jeopardized the 
availability of OxyContin and similar prescription drugs to patients who need them. 
Certainly there is an important and appropriate role for news reports that bring attention 
to the tragedy of prescription drug abuse. But care must be taken to recognize that the 
very same prescription drugs that are being abused by some are absolutely indispensable to 
the patients who need them. OxyContin is not an illegal drug, such as heroin or crack 
cocaine, that serves no medical purpose. There is no easy solution that will end the abuse 
of prescription medications while still ensuring their availability to patients with legitimate 
medical need. Purdue Pharma is massively assisting in this effort to contribute to a 
solution, more than any other pharmaceutical company, and any suggestions for additional 
assistance will be entertained. 

This is the first hearing held by a congressional committee or subcommittee since 
the issuance of a relevant report by the Genera! Accounting Office on December 23, 2003: 
“PRESCRIPTION DRUGS: Factors That May Have Contributed to OxyContin Abuse 
and Diversion and Efforts to Address the Problem.” That report is particularly important 
in that the GAO also recognized that there is no easy solution, and that no one factor can 
be blamed for the abuse and diversion of OxyContin. In December 2001, the GAO was 
asked to answer this question: “Is there a direct correlation between the marketing 
strategies of the drug [OxyContin] and its excessive abuse?” The GAO’s lengthy and 
comprehensive investigation was unable to establish that correlation and the report clearly 
says so. 

The GAO put the issue into perspective, pointing out that the Food and Drug 
Administration approved OxyContin in 1995 amid heightened awareness that many people 
were suffering from undertreated pain. It was in that context that Purdue’s extensive 
marketing efforts contributed to rapidly increasing sales. According to the GAO, 
“Fortuitous timing may have contributed to this growth.” (p. 9) The GAO recognized that 
when it was approved, both Purdue and the FDA knew the abuse potential of OxyContin, 
but could not anticipate the extent of abuse and diversion that was to emerge. OxyContin 
was classified by the federal government as a Schedule II controlled substance because of 
its high potential for abuse. Even so, according to the GAO, “FDA officials said when 
OxyContin was approved the agency believed that the controlled-release formulation 
would result in less abuse potential because, when taken properly, the drug would be 
absorbed slowly, without an immediate rush or high.” (p. 29). 

What neither Purdue nor the FDA anticipated was the extent to which OxyContin 
would come to be used improperly. The GAO identified several factors that may have 
made OxyContin an attractive target for abuse and diversion. The GAO noted that the 
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controlled-release formulation, which made the drug beneficial to patients, enabled the 
drug to contain more active ingredient soxycodone than non-controlled-release products. 
The GAO even acknowledged that the common safety warning on the OxyContin label 
could have unintentionally provided abusers with information on how to obtain the rapid 
release of oxycodone by crushing or chewing the tablet. According to the GAO, “FDA 
officials stated that neither they nor other experts anticipated that crushing the controlled- 
release tablet and intravenously injecting or snorting the drug would become widespread 
and lead to a high level of abuse.” (p. 30) 

While the GAO noted that the increased availability of OxyContin in the 
marketplace may have increased the opportunities for abuse and diversion, the GAO 
specifically noted that the historic predisposition of certain areas to prescription drug 
abuse may have contributed to OxyContin abuse and diversion, particularly when coupled 
with the profit potential resulting from the illicit sale of OxyContin. (p. 32). The report 
states that the Appalachian region, which encompasses parts of Kentucky, Tennessee, 
Virginia, and West Virginia, has been severely impacted by prescription drug abuse, 
particularly pain relievers, including oxycodone, for many years. Three of the four states - 
Kentucky, Virginia and West Virginia - were among the initial states to report OxyContin 
abuse and diversion. Historically, oxycodone, manufactured under brand names Percocet, 
Percodan and Tylox, was among the most diverted prescription drugs in Appalachia." 
(pp.31,32). It is interesting to note that, because there have been many generic alternatives; 
these branded products have not been heavily promoted for years. The GAO report also 
states that, according to the Drug Enforcement Administration, while OxyContin is “a 
drug of choice among abusers, OxyContin has not been and is not now considered the most 
highly abused and diverted prescription drug nationally” (p.33). 

Having identified some factors that, in retrospect, may have contributed to abuse 
and diversion, but recognizing that they had not been a primary concern at the time of 
approval because the FDA and Purdue were focusing on the legitimate use of OxyContin as 
a pain medication, the GAO reached this conclusion: “Addressing abuse and diversion 
problems requires the collaborative efforts of pharmaceutical manufacturers; the federal 
and state agencies that oversee the approval and use of prescription drugs, particularly 
controlled substances; the health care providers who prescribe and dispense them; and law 
enforcement.” (p. 42) 

We couldn’t agree more. Testifying on August 28, 2001 before a field hearing of the 
House Commerce Committee’s Subcommittee on Oversight and Investigations, Michael 
Friedman, who is now Chief Executive Officer and President of Purdue Pharma, confirmed 
Purdue’s commitment to addressing the problem through a collaborative effort, as follows: 

“Solving the problem of drug abuse requires the cooperation of many elements in 
our community: law enforcement, the schools, religious institutions, parents and 
family, the courts, the medical community, the press, federal and state legislators, 
government agencies, social services providers, and the pharmaceutical industry. 
Purdue is trying to help through our specific programs and our cooperation with 
the other elements in the community. Prescription Monitoring Programs can 
reduce doctor shopping and diversion from medical practices. Tamper resistant 
prescriptions can reduce copying or alteration. Education of responsible doctors 
can arm them with the tools they need to stop diversion from their practices. A 
better information system can allow us to know where abuse and diversion is 
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cropping up and allow medical education and law enforcement to act earlier to “nip 
these problems in the bud.” Development of abuse resistant products can reduce 
the incidence of abuse. What is needed is cooperation and common purpose. This is 
a long-standing societal problem that requires a reasoned solution.” 

Purdue is committed to meeting this challenge as part of a collaborative effort, and 
as Attorney General Butterworth acknowledged in November 2002, we are trying our best 
to do our part in Florida as part of “a partnership between the medical profession, law 
enforcement, pharmacists, physicians and a pharmaceutical company [Purdue].” 

The GAO recognized that in response to concerns about abuse and diversion of 
OxyContin, the FDA and Purdue collaborated in developing a risk management program 
to help detect and prevent abuse and diversion. The report recommends that guidance 
being developed by FDA to the pharmaceutical industry include such programs with New 
Drug Applications for schedule II controlled substances. We endorse that 
recommendation. 

The abuse and diversion of OxyContin, although unanticipated, is a matter of 
serious and special concern to Purdue. We are firmly committed to combating the abuse of 
our product, and we appreciate the GAO’s acknowledgment of our efforts in this regard: 
“After learning about the initial reports of abuse and diversion of OxyContin in Maine in 
2000, Purdue formed a response team made up of its top executives and physicians to 
initiate meetings with federal and state officials in Maine to gain an understanding of the 
scope of the problem and to devise strategies for preventing abuse and diversion.” (p. 10) 
Once Purdue recognized the problem; it launched a comprehensive program to combat the 
abuse and diversion of OxyContin, much of which is part of its risk management program. 
To date, these initiatives include: 

• Distributing nearly a quarter of a million free, tamper-resistant prescription pads to 
more than 15,000 doctors; 

• Supporting law enforcement with more than $1 million in grants for special 
equipment, education, tip lines, and other assistance; 

• Educating teens and pre-teens about the dangers of prescription abuse through the 
Painfully Obvious® awareness and education program; 

• Creating RxPATROL™, a shared database to assist law enforcement in 
apprehending pharmacy robbers; 

• Supporting community based anti-drug programs in 10 communities, in 
conjunction with “Communities That Care®; 

• Intensifying efforts to educate healthcare professionals about abuse and diversion; 

• Serving as the catalyst for the Rx Action Alliance, chaired by Former New York 
City Mayor Rudolph Giuliani - a consortium of stakeholders from the public, 
corporate, and nonprofit sectors with a shared interest in improving patient access 
to medicines and combating prescription drug abuse; 

• Implementing the “Researched Abuse, Diversion and Addiction-Related 
Surveillance (RADARS®) System,” an unprecedented, research-based initiative to 
study the prevalence and nature of abuse and diversion of seven controlled opioid 

• UvwfetMtp rtso with a n $200 million on research into more abuse-resistant medications 
that will provide patients with safe and effective pain control, while being 
undesirable to those who would abuse them. 
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• Adding language to its promotional materials to healthcare professionals (Purdue 
has never advertised OxyContin directly to patients) to address criticism about the 
use of the word “moderate” in the indication for OxyContin. OxyContin is 
indicated for the management of moderate to severe pain when a continuous, 
around-the-clock analgesic is needed for an extended period of time. The language 
that was added emphasizes that “moderate” and “moderate to severe” pain as used 
in the indication do not include commonplace and ordinary aches and pains, pulled 
muscles, cramps, sprains, or similar discomfort. 

A more extensive description of Purdue’s efforts to fight the abuse and diversion of 
prescription drugs is attached as Exhibit B-2. 

Additionally, Purdue supports the concepts in federal legislation that it understands 
is being considered by Members of Congress that, among other things, would promote the 
development of effective state prescription monitoring programs to identify and reduce 
“doctor shopping”; regulate Internet pharmacies in an effort to curb diversion and abuse 
of controlled substances; establish a working group to address pharmaceutical 
counterfeiting; and call for baseline research on prescription drug abuse, more 
comprehensive and accurate reporting, and grants for drug abuse education programs for 
healthcare professionals, teachers, and parents. Purdue also strongly supports efforts like 
the Dime Out a Dealer program being sponsored by Congressman Weldon from 
Pennsylvania. This program is aimed at finding and arresting “dealers” who are illegally 
selling prescription drugs on the streets and campuses. 

Purdue hopes that the GAO report will put to rest the often-repeated assertion that 
Purdue’s marketing is somehow responsible for the tragic abuse and diversion of 
@kjt®eatiiLg of the Senate's Health, Labor and Pensions Committee on February 12, 2002, 
Senator Dodd insightfully asked: "How do you address illicit use by going after targeting 
and promotion of a product that is supposed to be used legally?" He continued, "1 do not 
understand the connection between illegal use and marketing and promotion. I do not see 
the connection." (Hearing transcript, p. 93) As noted in the GAO report, some 
prescription drugs, hydrocodone combinations, for example, are more abused than 
OxyContin notwithstanding the fact that the companies that sell them do virtually no 
promotion. The prescription drug now most frequently mentioned in the press and 
highlighted in the Senate Government Affairs hearing in Maine last summer as a drug of 
abuse, methadone, also is not promoted. In fact, in the lawsuits where Purdue has been 
accused of “aggressive” marketing, we have to date had 70 such suits dismissed or decided 
in our favor, and none have been lost or settled. In a Kentucky case, the United States 
District Judge wrote in her opinion (Foister, et al. vs. Purdue Pharma L. P., et al): 

“The plaintiffs’ theory. ..appears to be based on the argument that additional 
restrictions on the marketing, promotion, and prescription of OxyContin will (i) 
reduce the overall quantity of OxyContin prescribed, which in turn will (ii) reduce 
the overall quantity of OxyContin available for illegal diversion, which in turn will 
(iii) reduce the likelihood that purported class members, or the general public, will 
illegally obtain OxyContin. As a matter of law, this theory is too speculative, 
hypothetical, and devoid of record proof....” 

The court further stated: 
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“The plaintiffs have failed to produce any evidence showing that the delendants' 
marketing, promotional, or distribution practices have ever caused even one tablet 
of OxyContin to be inappropriately prescribed or diverted.” 

Despite considerable litigation since then, no court has found otherwise. 

No one can seriously think that Purdue is marketing OxyContin to criminal 
traffickers and drug abusers. Purdue only markets OxyContin to health care professionals 
with no direct to consumer marketing. By and large, the patients being treated by those 
health care professionals are not abusing this medicine — iatrogenic addiction to opioids, 
although not well studied, is rare. See Exhibit B-3. Consider for a moment that Purdue 
has spent over $200 million in efforts to develop more abuse resistant pain medications. If 
an ideal abuse- resistant form of OxyContin existed today, the very same patients would be 
receiving the very same doses of oxycodone without anyone being concerned about 
Purdue’s marketing. It is not Purdue’s marketing to doctors who treat pain patients that 
creates the problem we are all concerned about. What Purdue, the law enforcement and 
the health care communities, and Congress collaboratively must address is the illegal 
secondary market that is run by criminal diverters. Purdue is trying to do its part, and 
stands ready to work with this Subcommittee and anyone else to do more. 


The professional product labeling for OxyContin® Tablets contains the following boxed 
warning: 


WARNING: 

OxyContin is an opioid agonist and a Schedule II controlled substance with an abuse 
liability similar to morphine. 

Oxycodone can be abused in a manner similar to other opioid agonists, legal or illicit. This 
should be considered when prescribing or dispensing OxyContin in situations where the 
physician or pharmacist is concerned about an increased risk of misuse, abuse, or 
diversion. 

OxyContin Tablets are a controlled-release oral formulation of oxycodone hydrochloride 
indicated for the management of moderate to severe pain when a continuous, around-the- 
clock analgesic is needed for an extended period of time. 

OxyContin Tablets are NOT intended for use as a prn analgesic. 

OxyContin 80 mg and 160 mg Tablets ARE FOR USE IN OPIOID-TOLERANT 
PATIENTS ONLY. These tablet strengths may cause fatal respiratory depression when 
administered to patients not previously exposed to opioids. 

OxyContin TABLETS ARE TO BE SWALLOWED WHOLE AND ARE NOT TO BE 
BROKEN, CHEWED, OR CRUSHED. TAKING BROKEN, CHEWED, OR CRUSHED 
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POTENTIALLY FATAL DOSE OF OXYCODONE. 


Full prescribing information for OxyContin is attached as Exhibit B-4. 
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Exhibit B-l 
TESTIMONY 

Florida Select Subcommittee on Medicaid Prescription 
Drug Over-Prescribing 


January 20, 2004 


Chairman Saunders, Members of the Florida Select Subcommittee on 
Medicaid Prescription Drug Over- Prescribing, Thank you for the 
opportunity to speak with you today concerning prescription drug abuse and 
diversion in the Florida Medicaid program and statewide. My name is Alan 
Must. I am the Vice President of State Government and Legislative Affairs 
for Purdue Pharma L.P. located in Stamford, CT. Purdue and its associated 
U.S. companies specialize in research on persistent pain and associated 
treatments. Purdue is engaged in research, development, production, and 
distribution of both prescription and over the counter medications and 
hospital products. I have come today prepared to speak with you concerning 
the issue of prescription drug abuse and diversion and what Purdue is doing 
to address this very important problem in Florida. 

The issue of prescription drug abuse and diversion is a complex problem that 
requires the collaborative efforts of pharmaceutical manufacturers, the 
federal and state agencies that oversee the approval and use of prescription 
drugs, the health care providers that prescribe and dispense them and law 
enforcement. Purdue Pharma hopes all the named parties - as well as local 
government, community groups and parents - will heed this important 
rallying cry. 

Purdue is committed to addressing the issue of prescription drug abuse in 
Florida and across the country and has done so with a variety of initiatives to 
identify, educate, and attempt to reduce prescription drug abuse and 
diversion while assuring that patients with a legitimate medical need for 
pain medication have access to these important medications. The following 
are some of the initiative that Purdue has initiated in Florida to address this 
problem: 
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Healthcare Professionals 

• Medical Education Programs 

Since January 2001, Purdue has sponsored 500 Continuing Medical 
Education and Lecture Programs with roughly 135,058 participants. These 
programs consist of educational seminars and lecture programs that focus on 
appropriate prescribing of pain medications. Currently there are 30 approved 
programs for 2004. 

• Tamper Resistant Prescription Pads 

Purdue provides tamper resistant prescription pads to healthcare 
professionals. Since the launch of this program on May 31,2001 Purdue has 
distributed 34,770 pads in the state free of charge to 2,220 prescribers. 
Florida leads the nation in adoption of this program, which is now being 
utilized by over 15,000 doctors nationally. 

• Pharmacy Education Materials 

Purdue provides educational materials on how to protect pharmacies from 
abuse and diversion. Purdue partnered with National Consumer Pharmacists 
Association to provide the 2002 NCPA Drug Safety Award. As of 
November 24, 2003, there are 1077 registered users, 391 resource requestors 
and 999 requests for resources from Florida recipients. 


Law Enforcement 

We have provided many resources to law enforcement to combat 
prescription drug abuse and diversion. Purdue has hired a staff of former law 
enforcement personnel with expertise in prescription drug diversion and has 
assisted the law enforcement community by providing training in this area. 
This group of professionals not only provide training for law enforcement 
but also provide training to healthcare professionals on how to protect 
themselves from doctor shoppers and educate them on the latest scams to 
obtain prescription drugs through fraudulent means. 

In 2003 - Training sessions in Florida for law enforcement officers reached 
680 officers and 1 70 health care professionals. 

5,536 NADDI drug identification charts were distributed statewide. These 
charts allow the street level officers to identify the most widely diverted 
drugs when they are uncovered. 
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1 ,867 Anti-Diversion Brochures were distributed statewide (Protect 
Pharmacy, Practice. Institution). These brochures offer education on how to 
identify and protect yourself from prescription drug diversion. 

213 Tamper Resistant Rx Advertorials and 432 CDs of Regulations and 
Responsible Use of Controlled Substances were distributed statewide. 

• Grants to Law Enforcement 

Purdue has assisted law enforcement in addressing prescription drug abuse 
& diversion by providing grants to three local police departments in 2003 : 
4/01//03 Plantation Police Department 
5/1 5/03 Palm Bay Police Department 
12/1 1/03 Ft. Myers Police Department 

These grants are provided with no strings attached, to enable local law 
enforcement to pursue criminals engaged in the trafficking of prescription 
drugs. 


• Pharmaceutical Drug Diversion Training Conferences 

In early 2003 Purdue provided for statewide law enforcement training on 
prescription drug diversion in collaboration with the Office of the Florida 
Attorney General, FDLE, and the National Association of Drug Diversion 
Investigators (NADDI). At these training conferences, drug identification 
bibles were distributed to all attendees as well as membership in NADDI at 
Purdue’s expense. 

Consumers 

• Public Service Advertising 

Through an advertising campaign that consists of print, radio and television, 
Purdue has communicated messages on the danger of abusing prescription 
medication to the citizens of Florida. These messages target all members of 
society including Medicaid recipients and have been broadcast in the 
Tallahassee, St. Petersburg, Palm Beach and Pensacola markets to name a 
few. These ads specifically address prescription drug abuse and diversion 
and do not promote the use of our products. Purdue does not do any “direct 
to consumer” advertising of our prescription medications. 
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Communities That Care / PainfuJlv Obvious 

“Communities That Care”- A nationally recognized community outreach 
program, has three Purdue sponsored CTC sites in Florida: Tampa 
(launched April 14 lh , 2003), Tallahassee (launched May 6 th , 2003), and Palm 
Beach county (launched, June 6 th 2003) - each site is underwritten by Purdue 
with a grant of $25,000 per community. Purdue is the only corporate sponsor 
of these programs. 

One day Community Forums on Prescription Drug Abuse - funded by 
Purdue and sponsored by CADCA, Community AntiDrug Coalitions of 
America will be held in each CTC site during 2004. 

Purdue has been an annual sponsor of the Florida Prevention Conference in 
2002 and 2003. We have provided Clay Yeager, Director of Community 
Partnerships, as the speaker at the Annual Conference of Safe Schools 
Coordinators sponsored by the Mendez Foundation in Tampa - January 
2003. 

In reference to the Painfully Obvious materials, the following items have 
been shipped to recipients in FL as of the 4 th quarter of 2003: 

67 CD ROMs 
1,424 Folder Kits 
2,859 Parent Brochures 
21,953 Brain Boxes 

Medicaid and State Legislative Remedies 

Purdue supports appropriately designed state operated electronic prescription 
monitoring programs. Through an agreement with the Florida Office of 
Attorney General, Purdue has pledged $2 Million for the development of a 
state of the art electronic prescription-monitoring program to be developed 
in Florida and made available to all states at no cost. We would encourage 
the Florida legislature to pass this proposed legislation in this session. 

We support the newly enacted pedigree paper statute that was passed by the 
Florida legislature last year as a good first step and would encourage the 
legislature to expand the coverage beyond the top 30 prescribed products 
and include all prescription medications. 
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Purdue has reviewed the Second Interim Report Of The Seventeenth 
Statewide Grand Jury “ Report On Recipient Fraud in Florida’s Medicaid 
Program ” and support the recommendations. Of note, is recommendation # 
13 which states, “ Survey other states’ program integrity units and determine 
what steps they have taken that have been successful in curbing recipient 
fraud such as software applications for detecting over-utilization” Purdue 
has developed a software program (CS PURE) that identifies potential areas 
of abuse within managed populations such as Medicaid and has entered into 
discussions with the agency on their interest in piloting such a program. In 
2002, Purdue offered a similar application to the Florida Medicaid program 
but that offer was rejected by the agency at that time. We are hopeful that we 
may be able to work cooperatively on this project. 

All of these initiatives are extremely important to decrease prescription drug 
abuse and diversion statewide as well as within the Medicaid program. We 
all need to be ever mindful to ensure that the needs of the great majority of 
legitimate patients are not compromised when attempting to address the 
abuses of a few. 

Thank you for again for the opportunity to address you this afternoon. 
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Exhibit B-2 


EFFORTS BY PURDUE PHARMA TO ADDRESS ABUSE AND DIVERSION OF 
PRESCRIPTION DRUGS 

While there are limits to what an individual company can do to prevent the social and criminal 

activities associated with prescription drug abuse, some highlights of the efforts made by Purdue 

Pharma L.P. to address abuse and diversion of OxyContin® (oxycodone HC1 controlled-release) 

Tablets and other prescription drugs are as follows: 

• After learning about the initial reports of problems relating to OxyContin abuse and 
diversion in Maine in March of 2000, Purdue immediately formed a response team made up 
of our top executives and physicians who immersed themselves in this problem and made it a 
key corporate priority. The initial efforts resulting from the team’s plan included: (1) 
initiating meetings with public officials, including U.S. Attorneys, State Attorneys General, 
state legislators, regulators, administrative personnel. Secretaries of Public Safety, law 
enforcement personnel, and community leaders in more than 12 states where abuse was 
reported; (2) collecting as much information as possible on the methods by which OxyContin 
was diverted and abused; (3) working with federal, state, and local officials on measures to 
reduce abuse and diversion; and (4) immediately developing and distributing brochures 
educating pharmacists and physicians on the various actions they could take to prevent 
diversion of prescription medicines and reduce abuse. More than 770,000 of these brochures 
have been distributed to physicians and 546,000 have been distributed to pharmacists 
nationwide. 

• As Terry Woodworth, then Deputy Director of DEA’s Office of Diversion Control, testified 
at a Congressional hearing, “The best means of preventing the diversion of OxyContin is to 
increase awareness of the proper use of this product, as well as its high potential for abuse.” 
Beginning in late April of 2000 and continuing to the present, Purdue has sponsored or 
provided educational programs on prevention and investigation of pharmaceutical drug 
diversion, proper pain management, and recognizing addiction for more than 5,800 law 
enforcement officers in 30 states. 

• In addition to providing training to healthcare professionals on abuse and diversion issues, 
Purdue has contributed more than $1 million to numerous drug abuse prevention 
organizations to help combat prescription medicine abuse. Recipients include Community 
Anti-Drug Coalitions of America (CADCA) and the National Center on Addiction and 
Substance Abuse (CASA) at Columbia University. 

• With funding and active involvement from Purdue, CADCA developed a “Strategizer” and 
“Tool Kit” to help its constituent community organizations address prescription drug abuse. 
These resources have been distributed to 5,000 CACDA member organizations around the 
country. Purdue also provided funding for five CADCA community forums on prescription 
drug abuse in a number of states. These forums are intended to raise public awareness of 
prescription drug abuse and engage the community in finding ways to address this societal 
problem. 



145 


• Purdue has prepared numerous informational bulletins and training programs for our 
Professional Sales Representatives and their management in an effort to communicate the 
importance of the appropriate use of OxyContin to our employees, and to emphasize the need 
to ensure that healthcare professionals understand the abuse potential of our medication. Our 
representatives were told that in the 1 00 counties where abuse potential was highest, their 
goal was to provide physicians with additional information regarding abuse and diversion as 
well as tools (including opioid therapy documentation kits) for proper pain assessment. If 
physicians were not willing to use these tools, our representatives were instructed to ask 
them to stop prescribing OxyContin. 

• Purdue established a toll-free number and notified physicians and pharmacists that they 
should call us if they had questions or concerns regarding Purdue’s sales representatives or 
its advertising and promotional activities. This toll-free number now appears on all 
promotional materials used in the distribution for OxyContin, and it will appear on all 
materials as they are reprinted. All advertising for Purdue prescription products is restricted 
to medical journals and directed at professionals; Purdue has never advertised its prescription 
products directly to patients. 

• Purdue initiated meetings with the FDA at which we proposed revisions to the OxyContin 
labeling that ultimately resulted in a Boxed Warning highlighting the appropriate indications 
for the use of OxyContin tablets as well as the abuse potential and dangers of the medication. 
Purdue also initiated and developed a Patient Information Sheet, intended to accompany each 
prescription, which alerts patients to the risk of misuse and abuse of the medication. 

• Purdue mailed a “Dear Healthcare Professional” letter to more than 500,000 healthcare 
professionals, informing them of the new Boxed Warning and prescribing information. 
Purdue also ran an advertisement featuring the Boxed Warning in medical journal for six 
months. In addition, our representatives were instructed to review the Boxed Warning with 
all doctors and pharmacists upon whom they called. 

• While Purdue does not think the distribution of OxyContin “conversion chart scroll pens” 
was inappropriate, we nonetheless discontinued distribution of this item in July 2001 . 

• In response to a suggestion by an Assistant U.S. Attorney who expressed concern that 
Purdue’s sales representatives should not benefit inordinately from prescriptions written by 
an individual doctor, Purdue revised its Sales Representative compensation plan to cap sales 
commissions from prescriptions by any single physician. 

• Purdue has provided more than 230,000 free tamper-resistant prescription pads to over 

1 5,000 physicians in 32 states and the District of Columbia to aid in combating prescription 
fraud 

• Purdue voluntarily — and without request by any governmental agency — suspended shipment 
of the 1 60 mg. OxyContin tablets. 
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• When alerted by the staff of a Congressional committee to the problem of diversion of 
OxyContin from Mexico into the United States, Purdue voluntarily took escalating steps to 
prevent such diversion. First we changed the markings on the tablets to allow law 
enforcement to identify product crossing the border from Mexico. This was in response to a 
suggestion made by the staff of that committee, who told us that major pharmaceutical 
companies had refused to comply with their request to do the same. Subsequently, we 
imposed limitations and restrictions on sales to Mexico. Finally, upon learning of a 
significant theft of OxyContin in Mexico in December 2001, Purdue discontinued all sales to 
Mexico. While such action resulted in a costly lawsuit by the Mexican licensee, Purdue 
refused to resume shipments to Mexico. 

• Purdue has spent more than $175 million to date in an effort to develop new formulations of 
pain medicines that would be more resistant to abuse while providing safe and effective pain 
relief to patients who use the medicines as intended. Patents on new formulations have been 
filed, and Purdue is actively working with the FDA in an attempt to expedite appropriate 
clinical trials and regulatory review. 

• Purdue has actively participated at the state level to support enactment and funding of well- 
designed Prescription Monitoring Programs (PMPs). We feel that if structured properly, 
PMPs will provide an early warning system for physicians and pharmacists to prevent 
“doctor shopping”, identify individuals who are abusing prescription medicines so they can 
be treated, and assist law enforcement in minimizing abuse and diversion. Purdue also 
supports efforts in Congress to provide grants to the states for funding their PMPs. 

• To support state efforts to implement PMPs, Purdue has agreed to contribute up to $2 million 
toward the efforts of the State of Florida to design and acquire the software necessary to 
support the most sophisticated PMPs. When developed, this software will be available to 
any state at no cost. 

• Purdue hired the State of Pennsylvania’s former Executive Director of Community 
Partnerships to head our Community Partnerships program, which is developing community- 
based anti-drug abuse programs. In conjunction with this program, Purdue is supporting 
Communities That Care® efforts in ten cities in seven states. 

• Purdue implemented an extensive prescription medicine abuse awareness program targeted 
toward the middle school “tween” population. This program, called Painfiilly Obvious®, 
focuses on informing school-age children about the dangers of abusing prescription 
medicines. The program maintains a website, www.Dainfullvobvious.com . which provides 
educational information that can be downloaded without cost. Purdue distributes Painfully 
Obvious kits at conferences and programs to which the company has been invited to speak, 
and in collaboration with third-party organizations and state partnerships. The expenditures 
for this program to date are in excess of $4 million. 

• Purdue has implemented the “Researched Abuse, Diversion and Addiction-Related 
Surveillance (RADARS®) System,” a research-based initiative to study the prevalence and 
nature of abuse and diversion of seven opioid analgesics. The system actively collects 
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evidence concerning the abuse, diversion, and addiction potential of buprenorphine, fentanyi, 
bydrocodone, bydromorphone, oxycodone, methadone, and morphine. These are all 
prescription opioid pain medicines with recognized abuse potential. We believe that the 
RADARS System is the most comprehensive and advanced method of accumulating abuse 
and diversion data in the U.S. today. On approximately a quarterly basis, External Advisory 
Board meetings are held in the District of Columbia to facilitate attendance by 
representatives of various federal agencies. To date, observers from the Food and Drug 
Administration, Drug Enforcement Administration, Center for Substance Abuse Treatment 
(Substance Abuse and Mental Health Services Administration), and National Institute on 
Drug Abuse have attended these meetings. We have also invited the Center for Substance 
Abuse Prevention to join us, and we hope they will do so. 

• Purdue has spearheaded an important educational program of the American Academy of Pain 
Medicine, overseen by Louis W. Sullivan, MD, former Secretary of the U.S. Department of 
Health and Human Services and President Emeritus of the Morehouse School of Medicine in 
Atlanta, Georgia. Dr. Sullivan chairs an advisory board that is guiding the development of a 
web-based “virtual textbook” for medical schools that will teach students throughout the 
continuum of learning about pain assessment and management; all modes of pain 
management (including pain-relieving procedures, physical modalities, psychological 
therapies, and the use of non-opioid analgesics); and the detection and management of abuse, 
addiction, and diversion. Purdue is providing more than $1 million to develop this 
groundbreaking educational tool. 

• Working with former New York City Mayor Rudolph Giuliani, Purdue has spearheaded the 
formation of the “Rx Action Alliance,” a coalition through which pharmaceutical companies, 
not-for-profit organizations, healthcare professionals, and government (both law enforcement 
and regulatory agencies) can work together to seek solutions to the public health problem of 
prescription drug abuse. So far, more than 30 entities have agreed to join in what we believe 
will be a major force to prevent prescription drug abuse while maintaining the right of 
patients with legitimate medical need to receive appropriate medications. 

• Purdue hired an experienced pharmaceutical security expert and former FDA and DEA law 
enforcement official to head our Corporate Security Department. He has implemented 
several programs dealing with manufacturing security, supply chain and product integrity, 
and assistance to local law enforcement agencies with investigations of diversion of 
OxyContin. 

• In an effort to combat the theft and illegal trafficking of prescription medications, Purdue 
conceived, developed, and funded RxPATROL™ (Pattern Analysis Tracking Robberies and 
Other Losses). This information clearinghouse is designed to collect, analyze, and share 
information on pharmacy robberies, burglaries, and theft of controlled substances. Launched 
by the National Community Pharmacists Association (NCPA), National Association of Drug 
Diversion Investigators (NADDI), and Pharmaceutical Security Institute (PSI), RxPATROL 
is intended to help protect pharmacists, guard against potential robberies and burglaries, and 
assist law enforcement efforts to apprehend and prosecute pharmacy robbers. 
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• Purdue distributes prescription medicine identification cards created by the National 
Association of Drug Diversion Investigators to law enforcement officers to assist them in 
quickly identifying tablets seized during arrests. As of December 3 1 , 2003, Purdue had 
distributed more than 47,000 identification cards to officers in 210 agencies in 40 states. 

To date, Purdue estimates that we have spent more than $225 million in our efforts to develop 
more abuse-resistant pain medications; educate healthcare professionals, patients, and the general 
public; and cooperate with law enforcement in curbing abuse and diversion. These costs are 
exclusive of lost sales as a result of suspension of formulations and discontinuation of 
distribution in Mexico. Purdue in no way benefits from the misuse of our products, and we 
remain committed to working cooperatively with all interested parties to prevent the social and 
criminal activities that lead to abuse and diversion of prescription medications. 
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Exhibit B-3 


“Iatrogenic addiction” to opioids is addiction that develops in a person, without a prior 
history of substance abuse or addiction, who is using opioids as intended for a legitimate 
medical purpose, that is, the treatment of pain. 

It has long been recognized by experts from around the world that such addiction rarely 
occurs, and that unfounded fears of addiction should not prevent patients with appropriate 
pain conditions from taking opioids for pain relief. 

The United States government has spoken repeatedly to this issue. The U.S. Department 
of Health and Human Services (US Public Health Service, Agency for Health Care Policy 
and Research) concluded in 1994 that the definition of an addict “rarely applies to 
patients being treated with opioids for cancer pain.” at pi 8 in Jacox A, Carr DB, Payne R, 
et al. Management of Cancer Pain. Clinical Practice Guideline No. 9, AHCPR 
Publication No. 94-0592. Similarly, a committee of the National Academy of Science's 
Institute of Medicine wrote in 1997 that “[rjesearch indicates that addiction in patients 
appropriately receiving opioids for pain is very small, ranging from roughly 1 in 1 ,000 to 
less than 1 in 10,000.” Institute of Medicine Committee on Care at the End of Life, 
Approaching Death: Improving Health Care at the End of Life at 1 92-1 93. In July 2001 , 
and many months after the first media reports of widespread abuse and diversion of 
OxyContin® (oxycodone HC1 controlled-release) Tablets, the federal government’s 
National Institute on Drug Abuse (NIDA) wrote that “[m]any studies have shown. . . that 
properly managed medical use of opioid analgesic drugs is safe and rarely causes clinical 
addiction. . . .” NIDA Research Report - Prescription Drugs: Abuse and Addiction: N1H 
Publication No. 01-4881. That same year, the Food and Drug Administration (FDA) 
advised patients that “[c]oncems of addiction should not prevent patients with 
appropriate pain conditions from using OxyContin or other narcotics for pain relief.” 

FDA Center for Drug Evaluation and Research, OxyContin: Questions and Answers at 
www.fda.gov/cder/drug/infopage/oxycontin/oxycontin-qa.htm. In October 2001, the US 
Drug Enforcement Administration and 21 health groups released a statement calling for 
balanced policy on prescription pain medications like OxyContin. In the press release, 
the following quote appears, “ ‘The repeated accounts of misuse have skewed peoples’ 
perceptions about drugs like OxyContin. The reality is that the vast majority of people 
who are given these medications by doctors will not become addicted,’ said Russell 
Portenoy, M.D., chairman of pain medicine and palliative care at Beth Israel Medical 
Center in New York City.” available at http://www.dea.gov/pubs/pressrel/prl02301.html. 

The World Health Organization (WHO) has also repeatedly examined the same issue and 
reached the same conclusion, noting as early as 1986 that “[w]ide clinical experience has 
shown that psychological dependence rarely, if ever, occurs in cancer patients receiving 
these drugs for chronic pain.” WHO, Cancer Pain Relief, at p 56. Fourteen years later, 
in 2000, the WHO again called iatrogenic addiction “extremely rare.” WHO, Narcotic & 
Psychotropic Drugs: Achieving Balance in National Opioids Control Policy, Guidelines 
for Assessment, at p 8. In so doing, it noted that its conclusions were supported by its own 
worldwide surveillance. 
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Medical societies that have examined this issue have also reached the same conclusion. 

In 1995, for example, the American Medical Association stated that the “Concern about 
addiction should never result in undermedication for acute pain. The occurrence of 
addictive behaviors after chronic pain therapy is also rare. Fear of inducing addiction 
should never be the basis for withholding opioid agents from a patient without a history 
of substance abuse.” Report 4 of the Council on Scientific Affairs (A-95) available at 
http:/Avww.am a-assn.org/ama/pub/article/2036-2539.html. 

Similarly, in 1997 the American Academy of Pain Medicine and the American Pain 
Society issued a joint consensus statement that said the “...development of addiction 
when opioids are used for the relief of pain is low.” AAPM/APS Consensus Statement, 
The Use of Opioids for the Treatment of Chronic Pain (1997), available at 
www.painmed.org/productpub/statements/pdfs/opioids.pdf. And in 2001, the American 
Academy of Pain Medicine issued a statement saying “...when opioids are prescribed and 
used appropriately in the treatment of pain there is minimal danger of creating an 
addictive disorder.” AAPM Release Statement on the Diversion and Abuse of Controlled 
Substances (February 16, 2001). 

The leading textbooks in the field have long noted that iatrogenic addiction is rare. For 
example, the leading textbook on pain medicine, Bonica's Management of Pain, T d 
Edition stated in 1990 that “[njarcotic addiction occurs rarely, or not at all, in patients 
receiving narcotics for medical use.” at p. 429. The same textbook, in the 3 ri edition, 
updated in 2001, reiterated the point: “Fear of addiction has been an important factor in 
the underdosing of opioids in patients with severe pain, but opioid addiction rarely occurs 
in patients receiving opioids for medical purposes.” at p. 1695. Similarly, a leading 
textbook on pharmacology, Goodman and Gilman's The Pharmacological Basis of 
Therapeutics, S'* Edition , stated in 1990 when discussing opioid analgesics that 
“addiction as a complication of medical treatment is quite uncommon.” In the 10 ,h 
edition of the same text (2001), it repeats this concept, stating “Patients with pain rarely 
develop abuse or addiction problems.” at page 63 1 in Chapter 24, Drug Addiction and 
Drug Abuse. 

There are also a large number of published studies in this area, some of which are 
discussed in a 1999 survey article by Rebecca Drayer. Drayer RA, Henderson J, 
Reidenberg M., Barriers to Better Pain Control in Hospitalized Patients. Journal of Pain 
and Symptom Management 17(6):434-440 (1999). When averaged, the 17 studies 
discussed in that article indicate an iatrogenic addiction rate of 0. 1 %. These studies 
comport with the experience of professionals with extensive experience in treating 
patients on opioids. In late 2002, for example. Dr. Kathleen Foley of Memorial Sloan- 
Kettering, widely considered one of the leading authorities on pain medicine in the world 
today, wrote, “the likelihood of addiction as a result of medically prescribed pain 
medicine is extremely low.” Foley KM, Patients in Pain, Casualties of the war on drugs, 
Open Society Institute at page 2, 2(4). 
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In summary, the risks of iatrogenic addiction must be put into perspective with the 
benefits that opioids provide to many patients suffering in pain. While data are not 
available to establish the true incidence of addiction in people suffering from chronic 
pain, as has long been recognized by medical experts, the United States government and 
the World Health Organization, iatrogenic addiction is a rare phenomenon. Indeed, if this 
were not the case, the FDA would certainly not be advising patients - as it currently does 
on its website - that “[cjoncems of addiction should not prevent patients with appropriate 
pain conditions from using OxyContin or other narcotics for pain relief.” 
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WARNING: 

OxyCofhn Is an opioid agonist and a Schedule 
II controlled substance with an abuse babH- 
Ity similar to morphine. 

Oxycodone can be abused m a manner similar 
to other opioid agonists, legal or iUicil This 
should be considered when prescribing or cbs- 
pensing OxyContto in situations where Ihe physi- 
cian Of pharmacist Is concerned about an 
increased risk oJ misuse, abuse, or diversion 
OxyCwrtio Tablets are a controfied-rttease 
oral to rm ulation of oxycodone hydrochloride 
Indicated for the management of moderate to 
severe pain when a continuous, around-the- 
clock analgesic Is needed for an extended 
period of time. 

OxyContto Tablets art NOT Intended for use 
esipm analgesic, 

OxyContto 80 mg and 160 mg Tablets ARE 
FOR USE IN OPIOID-TOLERANT PATIENTS 
ONLY. These tablet strengths may cause fatal 
respiratory depression when administered to 
patients not previously exposed to opioids 
OxyConbr TABLETS ARE TO BE SWALLOWED 
WHOLE AND ARE NOT TO BE BROKEN, 
CHEWED, OR CRUSHED. TAKING BROKEN. 
CHEWED, OR CRUSHED OryCootin TABLETS 
LEADS TO RAPID RaEASE AND ABSORP- 
TION OF A POTENTIALLY FATAL DOSE OF 
OXYCOOONE. 


OESCfUPTION 

OxyConln* (oxycodone hydrochloride ccrtroled- 
rekase) Tablets are an opioid analgesic sup- 
plied in 10mg,20mg, 40 mg, 80 mg, and 160 
mg tablet strengths for oral admintetraboa The 
tablet strengths describe the amount of oxy- 
codone per tablet as the hydrochloride sail The 
structural formula for oxycodone hydrochloride 
is as follows: 



CnH»N0«‘HCl MW 351 .83 
The chemical formula Is 4, 5<*-epoxy-l4- 
hydnsy-3-methcixy-l 7-methytmorphinan^ne 
hydrochloride. 

Oxycodone is a white, odorless crystaline pow- 
der derived from the opium afcaloid, thebatoe. 
Oxycodone hydrochloride dissolves to water (1 
g In 6 to 7 mL). It Is sllgbtiy soluble In alcohol 
(octanoi water partition coefficient 0,7). The 
tablets contain the flowing inactive ingredients: 
ammorw methacrylate copolymer, hypromd- 
lose, lactose, magnesium stearate, polyethyl- 
ene glycol 400, povidone, sodium hydroxide. 
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sofoc aoc strati alcoho. talc titanium orox- 
toe, ana rnacetm 

The 10 mg tablets also contain bydioxypropyl 

cellulose. 

The 20 mg tablets also contain - pofysomae 80 
and red iron oxide 

The 40 mg tablets also contain: potysorbate 80 
and yefow iron oxide. 

The 80 mg tablets also contain: FD&C blue No. 
2. tydrtwypropyi cefutose, and yeilow iron oxkte. 
The 1 60 mg tablets also contain: FD&C blue No. 
2 and polysorbate 80. 

CLINICAL PHARMACOLOGY 

Oxycodone is a pure agonist opioid whose prin- 
cipal therapeutic action is analgesia. Other mem- 
bers of the class known as opioid agonists 
include substances such as morphine, hydro- 
nxxphone, fentanyi, codetoe, and hydrocodone. 
Pharmacoio^C3l effects of opioid aporests rcfude 
anxiolyste. euphoria, feeings of relaxation, res- 
piratory depression, constipation, miosis, and 
cough suppression, as weB as analgesia UkeaB 
pure optotd agonist analgesics, with naeasmg 
doses there is increasing analgesia, unlike with 
mixed agonisl'antagonists or non -opioid anal- 
gesics. where there is a ftmH to the analgesic 
effect with increasing doses. With pure opioid 
agonist analgesics, there is no defined maxi- 
mum dose: the ceding to analgesic effective- 
ness is imposed only by side effects, the more 
serious of which may include somnolence and 
respiratory depression. 

Central Nervous System 
The precise mechanism of the analgesic action 
ts unknown However, specific CNS opioid recep- 
tors for endogenous compounds wtth opiold- 
fcke activity have been identified throughout toe 
brain and spinal cord and play a role In the anal- 
gesic effects of this drug. 

Oxycodone produces respiratory depression by 
direct action on brain stem respiratory centers. 
The respiratory depression involves both a reduc- 
tion nthe responsiveness of The brain stem res- 
piratory centers to increases to carbon dioxide 
tension and to electrical stimiMoa 
Oxycodone depresses the cough reflex by direct 
effect on the cough center in the medulla. 
Anttusswe effects may occur with doses tower 
than those usually required for analgesia 
Oxytxjdone cases miosis, even to total darkness. 
Pinpoint pupils are a sign of opioid overdose 
but are not pathognomonic (e.g^ porahe lesions 
of hemorrhagic or Ischemic origto may produce 
similar findings). Marked mydriasis rather than 
miosis may be seen with hypoxia in toe setting 
of OxyContto* overdose (See 0VERD0SA6E). 

Gastrointestinal Tract And Other Smooth Muscle 

Oxycodonereauses a reduction in motility asso- 
ciated with an increase to smooth muscle tone 
to the antrum of the stomach and duodenum. 
Digestion of food in toe smal intestine to delayed 
and propulsive contractions are decreased. 


Ropuisive peristaltic waves in toe colon are 
decreased, while tone may be increased to the 
port of spasm resulting to constpatioo. Other op- 
oid-wduced effects may include a reduction in 
gastric, biliary and pancreatic secretions, spasm 
oi sphincter of Oddi, and transient elevations in 
serum amylase. 

Cardiovascular System 
Oxycodone may produce release of histamine 
with or without associated peripheral vasodtaiiofi, 
Manrfcstaticns of Nstamhe release and/or periph- 
eral vasoeSation may Include pruritus. Irshtog, red 
eyes, sweating, and/or orthostatic hypotension 
Concentration - Efficacy Relationships 
Studies in norma! volunteers and patients reveal 
predictable relationships between oxycodone 
dosage and plasma oxycodone concentrations, 
as well as between concentration and certain 
expected opioid effects, such as pupfltary con- 
striction, sedation, overall ‘drug effect', analge- 
sia and feeings of ’relaxation". 

As withal opioids, the mtotmum effective plas- 
ma concentration for analgesia wil vary widely 
among patients, especiatiy among patients who 
have been previously treated with potent agonist 
opioids. As a result, patients must be treated 

effect The minimum effective analgesic con- 
centration of oxycodone for any ndvidual patient 
may increase over time dire to an increase to 
pain, the development of a new pain syndrome 
and or the development of analgesic tolerance 
Concentration - Adverse Experience 
Relationships 

OxyContto* Tablets are associated with typical 
opioid-related adverse experiences. There is a 
general relationship between increasing oxy- 
codone plasma concentration and increasing 
frequency of dose-related opioid adverse expe- 
riences such as nausea, vomiting. CNS effects, 
and respiratory depression. In opioid-tolerant 
patients, the situation is altered by tire develop- 
ment of tolerance to opioid-related side effects, 
and the relationship is not clinically relevart 
As wflh at opioids, the dose must be todMduaized 
(soe DOSAGE AND ADMINISTRATION), because 
tie effective analgesic d 06 e fex some patients w* 
be too high to be tolerated by ether patients. 
PHARMACOKINETICS AND METABOLISM 
The activty of OxyContto Tablets is prtmarty due 
to the parent dmg oxycodone, OxyContin Tablets 
are designed to provide controlled defivtry of 
oxycodone over 12 hours. 

Breaking, chewtog or crusting OxyContto Tablets 
eimi nates the controted delivery mechanism 
and results to toe rapid release and absorption of 
a potentially fatal dose of oxycodone. 
Oxycodone release from OxyCortto Tablets is 
pH independent. Oxycodone Is wen absorbed 
from OxyContin Tablets with an oral bioavafl- 
ability of 60% to 87%. The relatwe oral bioaval- 
abBity of OxyConttoto immediate-release oral 
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OGsayfc twins fc 100%. Upon repeat cosing *•' 

norma! volunteers in pharmacokinetic studies 
steady-state levels were achieved wchrt 24-36 
hours. Dose proportionality and'or bosvaiabif- 
ity has been established tor the 10 mg, 20 mg 
40 mg. 80 mg, and 1 60 mg table? strengths lor 
both peak plasma levels (C«) and extent ol 
absorption (AUC). Oxycodone is extensively 
metabofced and eliminated ptfmariy in the urine 
as both conjugated and unconjugated metaba- 
ites. The apparent eiminatjon haft-lie of oxy- 
codone toBoainQthe admrtst?S»no(Oxy^^ 
was 4 5 hours compared to 32 hours for finme- 
dete-release oxycodone. 

Absorption 

About 50% to 87% of an oral dose of oxycodone 
reaches the central compartment in comparison 
to a parenteral dose. Thts high oral tuoavailaW- 
ity is due to tew pm-syslemte and/or firs) -pass 
motabofism. tn normal volunteers, the t'A of 
absorption fe 0.4 hours tor irrenedsatiKetease cxai 
ocycodone. In contrast, QxyContin Tablets exhte- 
ft a btphaslc absorption pattern with two appar- 
ent absorption hatf-Sves at 0.6 and 6.9 hours, 
which describes the initial release of oxycodone 
from the tablet followed by a prolonged release. 
Plasm* Oxycodone by Ton* 

Dose proportionally has been estabfcbedlortoe 
10 mg, 20 mg 40 mg, and 80 mg tablet strengths 
for both peak plasma concentrations (Cm*.) and 
extent of absorption (AUC) (see Table 1 below). 
Another study established that the 1 60 mg tablet 
is bioequivalent to 2 x 80 mg tablets as wd as 
to 4 x 40 mg for both peak plasma concentrations 
(C«.) and extent of absorption (ADC) (see Table 
2 below). Given the short half-life of efimirwdjon 
of oxycodone from OxyContin*. steady-state 
plasma concentrations ol oxycodone are achieved 
within 24-36 hours of initiation of dosing with 
QxyContin Tablets, in a study comparing 1 0 mg 
of OxyCootin every 12 hours to 5 mg of mme- 
diate-reteasfi oxycodone every 6 hours, the two 
treatments were found to be equivalent for AUC 
and Cm*, and similar for (trough) concen- 
trations. There was less ttectij^on in plasma coo- 
certrations for the OxyConfin Tablets than for 
the immedate- release formulation. 
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Mean 1% coefficient variation] 
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tfor single-dose AUC-AUCe-w: for multiple- 
dose ADC- AUCw 

•data obtained whfle volunteers received nah 
tiexooe which can enhance absorption. 
OxyContin* is NOT INDICATED FOR RECTAL 
AQMW1STRAT10H. Data from a study tevoMng 
21 norm^ volurteers show tiat OxyCortte Tablets 
administered per rectum resifted in an ADC 39% 
greater and a 9% h^her than tablete admin- 

istered by mouth. Therefore, there is an increased 


risk of adverse events with rectal arimirHStration. 


Food Effects 

food has no significant effect on the extent of 
absorption of axycodcnefnxnOxyCora^ 
tie peak plasma concentration of oxycodone 
rcreased by 25% when a OxyContin 160 mg 
Tablet was administered w*h a high-fat meal. 
Distribution 

flowing teteavenous administration, tire vol- 
ume of distrfoulion (Vss) for oxycodone was 
2.6 lAg. Oxycodone bindrog to plasma protein 
at 37°C and a pH of 7.4 was about 45%. Once 
absorbed, oxycodone is distrtouted to skeletal 
muscle, Wet. intestinal tract, lungs, spleen, and 
txain. Oxycodone has been found in breast mik 
(see PRECAUTIONS). 

Metabolism 

Oxycodone hydroettoride is extensively metab- 
olized to noraxycodone. oxyrrorphone, and their 
ghteuroniOes. The major araiating rnetebc&e is 
nor oxycodone wifi an ADC ratio of 0.6 relative 
to that of oxycodone. Noroxycodone is reported 
to be a considerably weaker analgesic than oxy- 
codone. Oxymorphone, although possessing 
analgesic actMty, Is present in the plasma only 
in tow concentretioos. The correlation between 
axymorphone concentrations and opioid effects 
was much less than that seen with oxycodone 
plasma concentrations. The analgesic activity 
profile of other metabolites is not known. 

The formation of axymorphone, but not noroxy- 


a xjme. e mwJaux) u, cytudirorne P450 20C ana 
as suer ff. formation can. In theory 1 , be aflecisc 
by other ckugs (sec Drag -Drug Interactions; 
Excretion 

Oxycodone and its metabolites are excreted pr>- 
manfy via the kidney. The amourts measured n 
the unne have been reported as follows: tree 
oxycodone up to 19%; conjugated oxycodone up 
to 50%; tree oxymorphone 0%; conjugated oxy- 
morphone < 14%; both free and conjugated 
noroxycodone have been found in the urine but 
not quantified. The total plasma clearance was 
0.8 UTrin for adults 
Special Populations 
Elderly 

The plasma concentrations of oxycodone are 
oriy nominaly affected by age, being 15% greater 
in elderly as compared to young subjects. 
Gender 

Female subjects have, on average, plasma oxy- 
codone concentrations up to 25% higher than 
males on a body weight adjusted baste. The 
reason for this difference is unknown 
RenaiintoataTnert 

Data from a pharmacokiitefc study involving 13 
palterfcv^irr^ to severe (cre- 

atinine clearance <60 miVmin) show peak plas- 
ma oxycodone and nornxycodone concentra- 
tions 50% and 20% higher, respectively, and 
AUC values for oxycodone, noroxycodone, and 
axymorphone 6C%, 50%, and 40% higher than 
normal subjects, respectively. This is accompa- 
nied by an Increase in sedation txn not by dif- 
ferences ri respiratory rate. pupilary constrictxxv 
or several other measures of drug effect There 
was an increase in t V? of efinvtetion tor oxy- 
codone of only 1 hour (sec PRECAUTIONS). 
Hepatic impairment 

Data from a study involving 24 patients with 
rrrid to moderate hepatic dysfunction show peak 
plasma oxycodone and wexycodooe concen- 
trations 50% and 20% higher, respectively, than 
normal subjects. AUC values are 95% and 65% 
turret, respectively. Oxymorphone peak plasma 
concentrations and AUC values are lower by 
30% and 40%. These differences are accompa- 
nied by increases to some, but not other, drug 
effects. The tVa elimination for oxycodone 
increased by 2.3 hours (see PRECAUTIONS). 
Drug-Or»g Interactions (see PRECAUTIONS) 
Ocycodone is metabofaed fc pari by cytochrome 
P450 2D6 to axymorphone which represents 
less than 15% of toe tote* adrrjrnrstenxl dose. 
This route of efimhation may be Mocked byavari- 
ety of drugs (e.g., certain tartSovascular drugs 
indudng amiodarone and qutoidtoe as wel as 
potycycfic anti-depressants). However, in a study 
invoMng 10 subjects using quhic&ne, a known 
mhaxtor ol cytochrome P450 206, toe pharma- 
codynamic effects ct wycodOTeweretntfiar^ 
Pharmacodynamics 
A srngteritose, (touWe^nd, placebo- arto 
condoled stody was conducted using OxyContin* 
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{10. 20. ana 30 mg) m an analgesic pa'i* mode' 
involving \&2 patients with moderate lo severe 
pain. Twenty and 30 mo of OxyConfen were supe- 
rior in reducing pain compared with placebo, 
arte fas difference was statet^ signrtot The 
onset of analyse action win Ox/Conon occurred 
within 1 hour in most patients following oral 
adminrstration. 

CUN CAL TRIALS 

A double-wind placebo-cortrofied, fixed-dose, 
parallel group. two-week study was conducted in 
133 patterns with chronic, moderate to severe 
pain, wfc were judged as taring iractequate pain 
control with their cureerttherepy In this study. 20 
mg OxyContin q12h but noMO mg OyCcntn 
q12h decreased pain compared with placebo, 
ate this difference was statistically significant 
NDtCADONS AND USAGE 
OxyContin* Tablets are a cortrolleckeiease oral 
toonulatkjn of oxycodone hydrochloride indi- 
cated for the management or moderate to severe 
pain when a continuous, around-the-clock anal- 
gesic is needed for an extended period of time 
QqCcrtn ts NQTrfcnded fcr use as a pm analgesic. 
Physicians shook! irxfvtduabe treatment in every 
case. Hbating trerapy at the appropriate point 
dong a progression from norvepioid analgesics, 
such as non-steroidal anti-inflammatory dugs 
arte acetaminophen to optoWs to a plan of pain 
management such as outlined by the World 
Health Organization, the Agency for HeaPhcare 
Research and Quality (formerly known as the 
Agency tor Health Care Policy and Research), toe 
federation of State Medical Boards Model 
Guidelines, or the American Pain Society. 
OxyContin is nol indicated for pain in the Imme- 
diate postoperative period (the first 12-24 hours 
Wowing surgery), or il the pain is mild. or not 
expected to persist lor an extended period of 
time. OxyContin is only irxfrc&ed for postopera- 
tive use if the patient is already receiving the 
drug prtor to surgery or » toe postoperative pain 
is expected to be moderate to severe and persist 
for an extended period of time. Physicians shouto 
cteMduabe feeatmert, moving from parenteral 
to oral analgesic!) as appropriate. (See American 
Pain Society gutiefines) 

CONTRAJNDI CATIONS 

OxyContin* Is contraindicated to patieras wtto 
known hypereensthty to aycodone. or toanysi- 
uafon where opiokis are contraindicated. TWs 
includes patients with significant respiratory 
depression (In unmonitored settings or the 
absence ol resustiatire eqjfemert). and patients 
w#i acute or severe bronchial asthma or byper- 
caihia. OxyContin is cortrarxicaied in any patiert 
who has or Is suspected of having paralytic fcus. 
WARMINGS 

OXYCONTW TABLETS ARE TO BE SWALLDWH) 
WHOUE, AMO ARE MOTTO BE BROKBLCHEWH) 
rift CRUSHED. TAKING BROKEN, Dti-WED OR 
.RUSHED OXYCONTIN TABLETS LEADS TO 
RAPCfa£ASEANDAB$ORPTX)NOFAFOTBi- 
TlALiY FATAL DOSE OF OXYCODONE 


OxyContin 80 mg am) 160 mg Tablets ARt 
FOH USE IN OPIOID-TOLERANT PATIENTS 
Ot&Y These tablet strengths may cause fatal 
respiratory depression when administered to 
patients not previously exposed to opioids. 
OryContin 80 mg and 160 mg Tablets are tor 
ase only In cpiold-tolerant patients requiring 
da3y oxycodone equivalent dosages of 160 
mg or more for the BO mg tablet and 320 mg 
w more tor the 1 60 mg tablet Care should be 
takes in the prescribing of these tablet 
strengths Patients should be instructed against 
use by individuals other than toe patient for 
whore K was prescribed, as such inappropri- 
ate use may have severe medical conse- 
quences, Including death. 

Misuse, Abuse and Diversion of Opioids 

(bytrodcreteafloptoida^ 

type. Such drugs are sought by drug abusers and 

people wffh addiction disorders and are st&ject 

to criminal aversion. 

Oxycodone can be abused in a manner simiar 
to other opioid agonists, legal or Hot This shodd 
be considered when prescribing or dispensing 
OxyContin in sffu&wns where the physician or 
pharmacist is concerned about an increased 
risk of misuse, abuse, or Aversion. 

OxyContri has beer reported as being abused by 
crushing, chewing, snorting, or injecting the dfe- 
sotate product. These practices win result in the 
uncontrofted delivery of toe op*ote and pose a sig- 
nificant risk to the stouser that could result to 
overdose and death (see WARNINGS and DRUG 
ABUSE AND ADDICTION). 

Concerns about abuse, addiction, and diversion 
should not prevert the proper management of 
pain. The development ot addiction to opioid 
analgesics In property managed patients wffh 
pain has beenreponed to be rare. However; data 
are not available to estabisb the true incidence 
of arkSction in cfvortc pain patients. 

Healthcare professionals shoid contact tier State 
ProtessJonai licensing Board, cr State Controfcd 
Substani^AulhOflyfcxrtQrrnafiononhowtopm- 
vert and detect abuse or drverown ol fits product 
Merectioax wth Alcohol and Drugs of Abuse 
Oxycodone may be expected to have ackftive 
effects when used in conjunction with alcohol, 
other optids, or *c* frvgs toat cause cental ner- 
vous system depression. 

DRUG ABUSE AND ADDICTION 
OxyContin* b a mo-agortst optote with an abuse 
labiflty iknBar to morphine and is a Schedule 
I controlled substaace. Oxycodone, ikx mor- 
phine aod otter opioids used in analgesia, can 
tie abused sod Is subject to criminal tfvtrtion 
Drug addiction is characterized by compulsive 
use, use for npo-medicaJ purposes, and contin- 
ued use despite harm or risk of harm. Drug 
addiction Is a treatable disease, uffizing a mM- 
tSstipSnary approach, but relapse is common. 
'Dmi-seetoJhg’ behavior Is very common in 
atkficts and drug abusers. Drug-seeking tactics 


netuejt emergency calls or visits near toe end of 
office hours, refusal to undergo appropriate 
examination, testing or referral repealed ’loss' of 
prescriptions, tampering with prescriptions arte 
reluctance to provide poor medical records or 
contact information for other treating phya- 
con(s) ‘Doctor shopping - to obtain addfeonaf pre- 
scriptions is common among drug abusers and 
people suffering fnxn untreated addiction. 

Abuse and adtfcfon are separate and distinct 
from physical dependence and tolerance. 
Physicians should be aware that adefction may 
not be accompanied by concurrert fcterarce arte 
symptoms of physieaf dependence to al adrfcts. 
In addition, abuse of opioids can occur in the 
absence of true addiction and is characterized by 
misuse for non-medcai purposes, often to com- 
bination with other psychoactive substances. 
OxyConttT*, Ike other opioids, has been Overf- 
ed tor norwnedfcaf use. Careful record-taeptog 
of prescribing Horrrution, indudinQ quartriy, fre- 
quency, and renewal requests b strong arMsed. 
Proper assessment of toe patent, proper preserto- 
tog prrcfces, periotic re^vaiuatSon oflherapy.and 
proper dispensing and storage are appropriate 
measures tod help to In* abuse of opioid drugs. 
OxyContin consists of a duif-potytoer matrix. 
Wended lor oral use ooly. Abuse of tie cashed 
tablet poses a hazard xA overdose aed death. 
This risk is Increased with concurrent abuse of 
alcohol and other substances. With parenter- 
al abuse, the tablet excipients, especially talc, 
can be expected to resul In local tissue necro- 
tic, Infection, pulmonary grauifomat, end 
Increased risk ot endocarditis and valvular 
heart injury. Parenteral drag abuse ts com- 
monly associated with transmission of infec- 
tious diseases such as hepatitis aed HIV. 

Respiratory Deprwaioa 
Respiratory depression fe toe cNrf hazard kom oxy- 
codone, the active Ingredtent to OxyCortirff as 
wflh al oplok) agonists. Respnttory depressionte 
a parhcxjtarprobiam m eicterV dettfcted patterns, 
usuafyfotowng targe inita 
patients, or when cpWds are pwn in confr«*on 
wkh other agents toa depress respiration, 
Oxycodone start) be used w*h ©dtrene cartion 
to palierts with signfcant chronic obstructiveprt- 
nvmy Osease or cor pulmonale, and to patients 
having a substantially decreased respiratory 
reserve, hypoxia, hypercapnia, or pre-existing 
respiratory depression In such patients, even 
usual therapeutic doses of oxycodone may 
decrease respiratory drive to the poirff of apoea. 
In these patients alternative non-opioid anat- 
gesics should be considered, and opioids shoid 
be employed orty under careful medfcal super- 
vision at toe lowest effective dosa. 

Head Injury 

The respiratory depressant effects of opioids 
include carbon dioxide retortion and secondary 
elevation of cerebrospinal fluid pressure, and 
may be markedly exaggerated to t« presence of 
head tojury, intracranial lesions, or otoor sources 
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ol prt-exisurt§ increased intracrania: p r essuft 
Oxycodone produces effects on pupillary 
response and consciousness wficfi may obscm 
neurologic $»gns of further increases n ntracra- 
rnai pressure in patients with head injuries 
Hypotensive Btect 

OxyContin may cause severe hypotension. There 
is an adtfed risk to individuals whose abety to 
matotato bood pressure has been compromised £>y 
a depteaj blood volume. cr after concurrent adrrirt- 
feiabon wSh dugs such as phencfitoztoescxofoer 
agents which compromise vasomotor tone. 
Oxycodone may produce onhostatic hypotension 
it ambulatory patients. Oxycodone, fe al opcid 
analgesics of the mcrpTrie-type, should be adrin- 
teterid wtfi caution to pafierts in arcu&cxy shock, 
store vasodtetwn produced by the dug may fur- 
ther reduce canJac output and btood pressure. 
PBECAUT10H8 
General 

X)pK#d analgesics have a narrow therapeutic 
Wax In certain patient poptfations. especially 
when combined with CNS depressant drugs, 
and should be reserved for cases where the 
benefits of opioid analgesia outweigh the known 
risks d respiratory depression, altered mental 
state, and postural hypotension. 

Use of OxyContin* ts associated with increased 
potent risks and shoukl be used or^ with cat^ 
tion In foe flowing condbons: acute afcobofism; 
adrenocortical insufficiency (e-g. Addsoo's cSks- 
ease); CNS depression orccma: defrtomfremens; 
debfftted patients; kyphoscoSosis associated 
with respiratory depression; myxedema or 
hypoftiyrokSsm; prostatic hypotrophy or ure- 
foral stridure; severe impaimient of hepafic. pul- 
monary or renal fonr^; and toxic psyc^^ 
The administration of oxycodone may obscure 
the diagnosis or ctfoicai course in patients wfth 
acute abdominal conditions, Oxycodone may 
aggravate convulsions in patients wth convulsive 
c&sonjers, and al opioids may induce or aggra- 
vate seizures in some cfeifca! settings. 
Meradkua wfth otter CHS Oepramnte 
OxyContin should be used wflh caution and start- 
ed In a reduced dosage (Y*to % of the usual 
dosage) h patierts who are concurrently receiw 
rng ofoar centra! nervous system depressants 
incWfog sedatives oi hypno6c$, general anes- 
thetics, phenofoiaztoes, other tranquBfeers, and 
alcohol Interactive effects resuming !n respirato- 
ry depression, hypotension, profound sedation, 
or coma may resiA if these drugs are taken in 
eombfoaSon with the usual doses of OxyContin. 
Inleractiora with Mixed Agontet/AntagonW 
Opt »W Analgetic* 

Agontet/^rt^onist analgesics (le., pentazocine, 
nalbuphite.arKlbutorphanoOshouWteadnifev 
fefered wth caution to a patient who has received 
oris receMng a couse d fterapy vrttii a pure opi- 
oid agonist analgesic such as oxycodone. In 
this stuatlon, mfced agonisv'antagortst anal* 
gesics may reduce foe analgesic effect of oxy- 


coojnt «nQ-o: nay precipsaig witnorawaf sym}- 
toms n these patients. 

Ambulatory Surgery and Pc slope rattve Use 
OxyContin is not indicated tor pre-emptive 
analgesia (administration pre-operative^ tor 
the management o! postoperative pain). 
OxyCortfn ts not inficated lor pain in fie imme- 
diate postoperative period (the first 12 to 24 
hours following surgery) lor patients not pre- 
viously taking foe drug, because fe safety In 
this setting has not been established. 
OxyContin ts not indicated for pain fo foe post- 
operative period 8 foe pain k mild or not expect- 
ed to per«ri tor an extended period of time. 
OxyContin* is only indicated lor postoperative 
use H the patient is already receiving the drug 
prior to surgery or H the postoperative pain is 
expected Id be moderate to severe and persist 
lor ac extended period ol time. Physicians 
should IndhriduafeB treatment moving from 
parenteral to oral analgesics as appropriate 
(See American Pain Society guidelines). 
Patents who are already receiving OxyOontm* 
Tablets as part of oogoing analgesic therapy 
may be safety continued on the drug if appro- 
priate dosage adjustments are made cortsfo- 
erinQ the procedure, other drugs given, and 
the temporary changes in physiology caused 
by foe surgical intervention (see DOSAGE AND 
ADMINISTRATION). 

OxyContin and other morphine-tike opioids have 
been shown to decrease bowel motility. Ileus Is 
a common postoperative compi cation, espe- 
cialy after Intra-abdominal surgery with opioid 
2/$gesa Caution shocAd be taken to monitor for 
decreased bowel moWy In postoperative patients 
receiving opioids. Standard supports therapy 
should be implemented. 

Use te Pancreatic/BitUr? Tract Disease 
Oxycodone may cause spasm of foe sphincter 
of Oddi and should be used with caution In 
patients wfti biary trad disease, hotting acute 
pancreatfifc. Opioids lire oxycodone may cause 
Increases to foe serum amylase level 
tolerance and Physical Dependence 
tolerance fe foe need tor Increasing doses of opi- 
oids to matotafo a defrtod effect such as analge- 
sia (in foe absence of dsease progression or other 
KftrrBl betop). Ptysfcal depffriarotemrtes&d 
by withdrawal symptoms after abrupt <*scontn>- 
ation of a drug or upon ackunsti-abon of an antag- 
onlsl Physical dependence and tolerance are not 
inaxsirai Axing chronic opiokJ therapy. 

The opioid abstinence or wfchdrawai syndrome 
is characterized by some or al of the fofiowing: 
restlessness, ‘ lacrimatton, rbtoonhea, yawning. 
perspra5on, cbfts, rryalcfa, and mydriasis. Other 
symptoms also may develop, toctodtog: Im- 
tabrifty, anxiety, backache, joint pain, weakness, 
abdominal cranps. tosomrtfet. nausea, anorexia. 
vom#nc, (fianhea or Increased blood pressure, 
respiratory rate, or heart rate. 


. fJi'i.rd, opfQios stlou-0 not be abrypijv 
caittuKO (see DOSAGE AND ADMINISTRA- 
TION: Cesssbon ot Therapy) 
tnlormelkHi lor PatieRts'Caresivws 
t dmcayKMsaMe, patents recewng OsyContm 
Talrfets or tfieir cafBgrvers should be prvi^i Hie lol- 
lowing ritomiaion by the ptiysican. nurse, phar- 
macist or cafegivet: 

1 Patients should be aware that OxyContin 
Tablets certain Orycaforw. which ts a mor- 
phineTite substance. 

2. PaDems should be adrised that OxyContin 
Tablets were designed to wertt prepaty only 
it swallowed whole. OxyContin Tablets w* 
release al their contents at once It broken, 
chewed, or crusted, resu»ns in a risk ot 
fatal overdose. 

3. Patents shorid I* advised to report episodes 
ol breakthrough pah and adverse experi- 
ences occurring during therapy. 
Wivduafcalloti ot dosage is essenSal to 
make optimal use of dies medcabor, 

A. Patents sboiM be advised not to aifusttie 
dose ot QxyCortin* rtjioul ccnsUtng Sb ps- 
scribing protessionaL 

5. Patents shook! be advised that OxyContin 
tray Impair mental anVor physical abNy 
requited tor te petlormance ot potential haz- 
ardous tasks (e.g., driving, operating heavy 
machinery). 

6. Pate* shoiMna combine OxyContin with 
alcohol or other central nervous system 
depressarts (steep aids. Panqufcere) except 
by the ordets ot tie prescribing physician, 
because dangerous additive eflects may 
occtc resulting in serious fnlury or deatti 

7. VAxnenrtctikjbearirigpcitenlaivdiobecome, 
or are plannang to beewne, pregnant stuukt 
teadvtsedtoconsutttePphysiclanteganl- 
ing the effects ot analgesics and other drug 
use during pregnancy on tiemselves and 
their unborn chU. 

8. frtxrtsshwteteadvttrtltoatOvyCondnK 
a pclertta! dn« d abuse They should pro- 
tect t from theft and I should never be ghee 
to anyone other than thekxjvldual lor whom 
It was prescrftecl 

9. Patients should te advised that ftay may 
pass empty matrix ‘ghosts' (tablets) via 
cotostemy or in the stool and that this is ot 
no concern stocc lha active medtoation has 
already teen absortied. 

10, Patients should te advised that they have 
been receiving treatment wth OxyContin tor 
more than a lew weeks and cessation d 
therapy is hdcated. t may te appropriate to 
tswtteOxyConhndose.ratherthanalinpt- 
ly dscontnue it due to Sie risk d preetptat- 
tog wkhdiawal symptoms. Their fhyddan 
can provide a dose schedufe to accompfeh 
a gradud dsconbnuation ot the medcaten. 

11. Patients should be Instructed to keep 
OxyContin In a secure place out d toe teach 
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of children When OxyConr, is no iongo 
needed, the unused tablets should be 
destroyed by flushing down the tones 

Use ift Drug and Alcohol Addiction 
OxyContin ts an opioid with no approved use in 
the management of addebve disorders Its prop- 
er usage n ntfviduais wilh drug or alcotiof depen- 
dence. either active or in remission, ts for me 
management of pan requiring optoid analgesia 
Orvg-Ontg Interactions 
Oprtd analgesics, tnctodtog OxyContin*, may 
enhance the neuromuscular blocking acton of 
skeletal muscle relaxants and produce an 
increased degree ol respiratory depression. 
Oxycodone fc maabotoed in parttocKymorphone 
via cytochrome P450 206, While this pathway 
may be Mocked by a variety ot drugs (e,Q., cer- 
tain cartkovascMa? drugs inciudtog amiodarone 
and as well as pofycyctfc artktepres- 
saits), such blockade has not yet been shown 
to be ol dnfcal significance with this agent 
Clinicians should be aware at this possible inter- 
action, however. 

Ute wtth CNS Depressants 
GxyCortri*. Ike aS opiokJ analgesics, should be 
started af Vj to V? ot the usual dosage in patients 
who are concurrency receiving other central ner- 
vous system depressants including sedatives 
or hypnotics, genera! anesttefcs, phenothlazines, 
centrally acting ami-emetics, tranquMzers. and 
alcohol because respiratory depression, hypoten- 
sion. and profound sedation or coma may result 
No specfic interaction between oxycodone and 
monoamine oxidase inhibitors has been 
observed, but caution in the use of any opioid in 
patients taking tfi$ class of drugs is appropriate. 

Cardaogeaesis, Mutagenesis, Impairment of 
Fertility 

Sudies ol wycodooe to evaluate Is carcinogenic 
potential have not been conducted. 

Oxycodone was not mutagenic In the fotowtog 
assays: Mies Saimonete and E. col test wih and 
without metabcAc activation at doses of up to 
5000 jig, chromosomal aberration lest in human 
lymphocytes in the absence of metabolic acti- 
vation at doses of up to 1 500 /rg tot and with 
Ktfvafcon 48 hours after exposure af doses of up 
to 5000 ^g'mL, and in the In vivo bone marrow 
micronucleus test in mice (at plasma levels at up 
to 48/jgtot). tfcycodone was dastogenicinthe 
human lymphocyte chromosomal assay in toe 
presence of metabofe activation n toe human 
chromosomal aberration test (at greater than or 
equal to 1 250pgtoiL) at 24 but not 48 hours of 
exposure and in the moose lymphoma assay at 
doses ofSO/rgtaL or greater wth metaboic acti- 
vation aid at 400 pgtot or greater wShortmete- 
bofc activation. 

Pregnancy 

Teratogenic Effects — Category B: Reproduction 
studies have been performed In rats and rabbits 
by oral administratxtt A doses up to 8 mgd«g and 
125 mg/kg, respectively. These doses are 3 and 


At times a human dose ol 160 mg day. basec 
on mg- vg basis. The results did noi reveal evi- 
dence of harm to the fetus due to oxycodone 
There are. however, no adequate and wefi-con- 
trotied studies to pregnant women. Because as> 
ma 1 reproduction studies are not always predic- 
tive of human response, this dreg should be 
used during pregnancy only if dearly needed 
Labor and Delivery 

OxyContin* is not recommended lor use in 
women during and immediately prior to labor 
and defrvsry because ora! opioids may cause res- 
piratory depression in tire newborn Neonates 
whose mothers have been taking oxycodone 
chronically may exhfixt respiratory depression 
and/or withdrawal symptoms, either at birth 
andtor in the nursery. 

Nursing Mothers 

low concentrations of oxycodone have been 
detected to breast mfic. Withdrawal symptoms 
can occur in breast-feeckng infants when mater- 
nal administration of an opioid analgesic is 
stopped. Ordmarily, nursing should not be under- 
taken while a patient is receiving OxyContin 
because of the possibUty of sedation and/or 
respiratory depression to toe infant. 

Pediatric Use 

Safety and effectiveness of OxyContin have not 
been estabSshed to pediatric patients below the 

age ot 18. it must be remembered that 
OxyContin Tablets cannot be crushed » divid- 
ed lor adminfctralioci 
Geriatric Use 

to controlled pharmacokinetic stodies to elderly 
subjects (greater than 65 years) the clearance of 
oxycodone appeared to be sbghtty reduced. 
Compared to young adults, toe plasma concen- 
trations of oxycodone were ncreased approxi- 
mately 15% (see PHARMACOKINETICS AND 
METABOLISM}. Of the total number of subjects 
(445) In clinical studies of OxyContin, 148 
(333%) were age 65 and older {tocludtog those 
age 75 and oWer) whie 40 (9.0%) were age 75 
and oldec to cfinica! trials wfli appropriate infl- 
ation of therapy and dose titration, no untoward 
or unexpected side effects were seen to the 
ekteriy patients who received OxyContin. Thus, 
the usual doses and dosing intervals are appro- 
priate for these patients. As with al opioids, toe 
starting dose shouM be reduced to Ya to Vj of toe 
usual dosage In detifflaicd, nen-bteranf patients. 
Respiratory depression Is the chief hazard to 
ekterfy or debated patients, usually following 
large Wt& doses in non-tolerarf patients, or 
when opioids are given to conjunction wtfi other 
agents thaj depress respiration. 

Laboratory Monitoring 

Due to the bro& range of plasma concentrations 
seen in cinical populations, the varying degrees 
of pain, and the development of tolerance, plas- 
ma otycodone measurements are ust/aSy not 
helpful to clinical management Plasma con- 
centrations of the active d rug substance may be 


ot value in sefcaec unusual ot complex cases. 

Hepatic Impairment 

A study of OxyContin to patients with hepatic 
impairment indicates greater plasma concen- 
trations than those with normal function. The 
initiation of therapy ai x h to 'h the usual doses 
and careful dose mm Is warranted. 

Renal Impairment 

In patterns wtto renal impairment, as evidenced 
by decreased creafinha clearance ( <60 mLtoiin). 
Ihe concentrations of oxycodone in the plasma 
are approximately 50% higher than in subjects 
with normal rerrf function. Dose tortiafon should 
follow a conservative approach. Dosages should 
be adjusted according to the cinicai situation. 
Gender Differences 

in pham»cokinetic stixfes, oporktarve females 
demonstrate up to 25% higher average plasma 
coocertrations and g-eater frequency of typical 
opioid adverse events than mates, even after 
adjustmertfortxxJywei^TbecI^ 
of a deference of this magnitude Blow for a drug 
intended for chronic usage at individualized 
dosages, and there was no matelemate differ- 
ence detected for efficacy or adverse events in 
cfinicai trials. 

ADVERSE REACTIONS 
The safely of OxyCantin* was evaluated In dou- 
ble-blind dtoicai trials nvofving 71 3 patients 
moderate to severe pain of various etiologies. In 
open-label studies of cancer pain, 187 patients 
received OxyContin to total claty doses ranging 
from 20 mg to 640 mg per day. Ihe average total 
daily dose was approximately 105 mg per day. 
Serious adverse reactions which may be asso- 
dated wih OxyContin Tablet therapy in dncaluse 
are those observed wth other optoid analgesics, 
including respiratory depression, apnea, respi- 
ratory arrest, and (to an even lesser degree) dr* 
aflatofy depression, hypotension, or shock (see 
OVERDOSAGE). 

The non-seriaus adverse events seen on initia- 
tlon of therapy wtth OxyContin are typical opioid 
side effects. These events are dose-dependent 
and their frequency depends upon the dos®, the 
cSnical setting, the patient’s level of opioid tol- 
erance. and host factors specific to toe toefivid- 
uai. They should be expected and managed as 
a part of opioid analgesia The most frequent 
(>5%) include: constipation, nausea, somno- 
lence, dizziness, vomiting, pruritus, headache, dry 
mouth, sweating, and asthenia, 
to many cases toe frequency of these events dur 
tog inflation of Iherapy may be minimtzed by care- 
ful IndhtouafizationMstai^ dosage, stow titra- 
tion, and the avoidance of large swings to the 
plasma concentrations of the opioid. Many of 
these adverse everts wit cease or decrease to 
totensly as OxyContin therapy Is continued anti 
some degree of tolerance Is developed. 

Cinical trials comparing OxyContin with imme- 
diate-reiease oxycodone and placebo reveled a 
srniar adverse evert proffie between OxyContin 
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ana (mmeaate-releast oxycodone Tiw m:>s- 
common adverse events < >5%) reported by 
patients at feast once dunng therapy were 
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The folowtog adverse experiences were report* 
ed in OxyContaf -treated patents with an riddance 
between 1% and 5%. to descencflng order of fre- 
quency they were anorexia, nenrtwsness, insom- 
nia. fever, confusion, diarrhea, abdominal pain, 
dyspepsia, rash, anxiety, euphoria, dyspnea, pos- 
tural hypotenskncitfte.t^^ 
itw! dreams. thought abnormaffies. and hiccops. 
The folowino adverse reactions ocarredintess 
than 1% of patients involved to dhicai trials or 
were reported in postmarteting experience. 
Genera!: accidental injury, chest pain, facial 
edema, malaise, neck pain, pain, and symp- 
toms associated with either an anaphylactic or 
anaphylactoid reaction 
Cardiovascular: migraine, syncope, vasodila- 
tion. ST depression 

Digestive: dysphagia, eructation, flatulence, gas- 
trototesttoa! disorder, increased appetite, nau- 
sea and vomiting, stomatitis, leus 
Heroic and Lymphatic: fymphadenopathy 
Metabolic and Nutritional: dehydration, edema, 
hyponatremia, peripheral edema, syndrome of 
inappropriate anftiurelc hormone secretion, thW 
Nervous: abnormal gait, agitation, amnesia, 
depersonalization, depression, emotional lahfr- 
ty, halucinalion, hypertjnesa,hypesthesia, hypo- 
tonia, malaise, paresthesia, seizures, speech 
dsorder, stupor, Bantus, tremor, vertigo, wtth- 
tawtf syndrome wBh or without seizures 
Respiratory, cough increased, pharyngfc, voice 
alteration 

Skin: dry skin, exf ofiztive dermsftis. urticaria 
Special Senses: abnormal vision, taste perver- 
sfcm 

Urogenital: amenorrhea, decreased fibido, 
dysurta, hematuria Impotence, polyuria, urtoy 
retention, urination Impaired 

OVERDOSAGE 

Acuteovwtosagewlhaxyco(tone<^beman- 
itested by respiratory depression, somnolence 
progressing to stupor or coma, skeletal muscle 
flacckfity, coid and clammy side, constricted 
pupris, bradycardia, hypotension, and death. 
Deaths due to overdose have been reports 
abuse and misuse of OxyContirr*. by ingesting, 
inhaling, or injecting the crushed tablets. Revfew 


ot case reports has indicated mat tin nsi ot 
fatal overdose is lurthei increased when 
GxyContin 6 abused concurrency with alcohol o» 
other CNS depressants, including other opioids 
In the treatment of oxycodone overdosage, pri- 
mary attention shodd be given to the re-estab- 
tishment of a patent airway and insttortion ot 
assisted or controlled ventilation. Supportive 
measures {including oxygen and vasopressors) 
should be employed in the management of ci- 
cuiatory shock and pulmonary edema accom- 
panying overdose as indicated. Cartfac arrest or 
arrhythmias may require cardiac massage or 
oefbrttaoon. 

The pure optod antagonists such as naloxone or 
nalmefene are specific antidotes against respi- 
ratory depression from opioid overdose. Opioid 
antagonists should not be administered to the 
absence pi dWce&y significant respiratory or 
circulatory depression secondary to oxycodone 
overdose In patents who are physically deperv 
deit on 8ny opioid agonist tockxlng OxyCortto*. 
an abrupt or complete reversal of opfcW effects 
may precipitate an acute abstinence syndrome. 
The severity of the withdrawal syndrome pro- 
duced *18 depend on the degree of physical 
dependence and the dose ot the antagonist 
administered Please see the prescribing infor- 
mation for the specific opioid antagonist for 
details of their proper use. 

DOSAGE AND ADMINISTRATION 
General Principle* 

OXYCONT1N IS AN OPIOID AGONIST AND A 
SCHEDULE fl CONTROLLED SUBSTANCE WITH 
AN ABUSE LIABILITY SIMILAR TO MORPHINE. 
OXYCODONE, LUCE MORPHINE AND OTHER 
OPIOIDS USED IN ANALGESIA, CAN BE 
ABUSED AND IS SUBJECT TO CRIMINAL 
DIVERSION. 

OXYCONUN TABLETS ARE TO BE SWALLOWS) 
WHOLE, AND ARE NOT TO BE BROKEN. 
CHEWED OR CRUSHED. TAKING BROKEN. 
CHEWS) OR CRUSHED CKYCONTW* TABLETS 
LEADS TO RAPID RELEASE AND ABSORPTION 
OF A POTENTIALLY FATAL OOSE OF OXY- 
CODONE. 

One OxyConlLr 1 60 mg tablet is comparable to 
two SO mg tablets wbea taken cm an empty 
ttomach. Wih a Wgh-tet roeai, however, there 
is a 25% greater peak plasma coocentrafios W- 
lowing dm 160 mg tablet Dietary cautioa 
should be taken when patients are inttiaBy 
titrated to 160 mg tablets (see DOSAGE AND 
ADMINISTRATION). 

In Seating pain I is vtal to assess toe patient reg- 
ularly arto systematically. Therapy shotfdafeobe 
regularly reviewed and adjusted based upon the 
patent's own teports erf pain and side effects and 
toe heath professional's clinical judgment 
OxyConlin Tablets are a cortroled-release oral for- 
mation of oxycodone hydrochloride indicated 
for the management of moderate to severe pari 
when a continuous, around-fiie-dock analgesic 


e. needed lot an extended peroG ol time. The con- 
troSed-reiease nature of the formulation allows 
Gxyfonf^toteeftectrvely „ 

hours (see CLINICAL PHARMACOLOGY; PHAfi 
MACOKINETIDS AND METABOLISM). Whie 
symmetoc (same dose AM and PM), arouncMJie- 
clocK q!2h dosing is appropriate lor the major- 
ity of patents, some patents may benefit from 
asymmetric ((Efferent dose given in AM than to 
PM) dosing,tatoredtothe»patop33em.fitsu3j- 
aSy appropriate to teat a pattern w*h erty one opi- 
oid for around-toe-ckx* therapy. 

Physicians should IncSvkJuaize treatment using a 
progressive plan of pain management such as out- 
lined by the World Health Organization, the 
American Pato Sodety and toe Federation of State 
Medical Boards Model Guidelines. Healthcare 
professionals sfxxld tolw appropriate pain mare 
agemenf principles of careful assessment and 
ongoing montoring (See BOXED WARNW8). 
initiation of Therapy 

H is critical to initiate the dosing regimen for 
each patent irxSviduafy, taking toto account the 
patient’s prior opioid and non -opioid analgesic 
treatment Attention should be given to: 

(1) fie general condter. aid rnerkd status ol tv. 
patent; 

(2) toe da9y dose, potency, and kind of the anai- 
ge$fc(s) the patient has been taking; 

(3) tic re6al>Bity of conversion estimate used 
to calculate the dose of oxycodone; 

(4) toe patient's opioid exposure and Dpo« tol- 
erance (rf any); 

(5) special safety issues associated wth con- 
version to CfcyCortin* doses at or exceeding 
160 mg q12h (see SpedN tostructioes tor 
OxyCMtto 80 rag and 160 ng Tablets); and 

(6) the balance between pain control and adverse 
experiences. 

Care stoxM be taken to use low Initial doses of 
OxyCorSin in pgtients who arc rx* already opkjd- 
toterart. espeefaly those who are receWng con- 
current treatinent vrith muscle refexarts, seda- 
tives. or other CNS active medfcafions (sw PRE- 
CAUTIONS: Dreg-Drag teteraetkras), 

Rx initiation of OxyContto therapy for patients 
previously taking opioids, toe conversion ratios 
bom May KM. (NEJM, 1985; 31354-05), taw) 
below, are a reasonable starting point although 
not vented to wi-corfroied, muftpte-dosetoak, 
Experience indicates a reasonable starting dose 
of OxyConlin for patients vtoo ire taking noo-ppi- 
old analgesics and roqilreccntiniijus around-tte- 
dock therapy for an extended period of time is 
10 mg q12ti B a non-opioid analgesic is being 
providod,ilm3ybecontinute.OxyC^^ 
be todWdualy Nrated to a dose tal prorides ade- 
quate analgesia and minimizes side effects. 

1. Using standard conversion rate estimates (see 
Table 4 betow), miiSply the mg^tay of the pre- 
* views opioidsby toe appropriate muMpfic&oe 
tactors to obtato toe equNdem total da^y dose 
of ora! oxycodone. 
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1. When converting Iram oxycooorsc d-trfc tv 
24-hour oxycodone dose in lialt to otear. Ira. 
twee a day (ql2h) dose of OxyCorun 

3 . Round down to a Oose which ts approi>'ia:i: tor 
t^E strengths avaS^ite {10 rro. 20 013 , 40 
mg. 80 mg, and 160 mg tablets) 

4. Dtscontirwe all other around-toe-ciocA opioid 
drugs when OxyContin therapy is initialed 

5. No feed arftrersioo rabo is SkEiy to te safcfactory 
inal paierts, especia^y paberts receMr^ brge opi- 
oid doses. The reoornrnencied doses sf^own in 
Table 4 are only a starting poirt and ctose obser- 
vation and freqjent Station arc incScatfid until 
patients are stable on the new tterapy 

TABLE 4 

Muftipftcation Factor* tor Converting the Daily 

Dose of Prior Opioids to the Da#y Dose ol Oral 

Oxycodone’ 


(Mp'Day Prior Opioid t Factor = 
Mgttiy Oral Oxycodone) 


Oral Prior 

P*rtiter*l Prior 


OpWd 

Opictd 

Oxycodone 

Codeine 

1 

0.15 

I 

Hydrocodone 

0.9 

— 

Hydwncvphone 

4 

20 

Uvwptend 

7.5 

15 

Meperxine 

0.1 

0.4 

Methadone 

1.5 

3 

Morpfvne 

0.5 

3 


*To tie used only lot conversion to oral oxy- 
codone. For patients receding high-dose par- 
enteral opioids, a more conservative conversion 
is warranted. For example, tor high -dose par- 
enteral morphine, use 1.5 Instead of 3 as a 
mulipftcation factor. 

In al cases, supplemental analgesia should be 
made avalable h lie form of a sutabte short-act- 
ing analgesic. 

OxyContin* can be &3fefy used concomtanOy wih 
usual doses of non-opioid analgesics and anal- 
gesic adjuvants, provided care is taken to select 
a proper initial dose (see PRECAUTIONS) 
Conversion from Transdermal Feataayf to 
OxyCoflSa 

Eighteen hours lolcwng the removal of the trans- 
dermal fentanyi patch. OxyContin treatment can 
be initialed. Although there has been no sys- 
tematic assessment of such conversion, a con- 
servative oxycodone dose, approximately 10 
mg q12h of OxyContin, should be Wtialy sub- 
stituted for each 25/iftti tentanyl transdermal 
patch. The patient sftxld be tofcywed closely for 
ea,1y titration, as there Is very Smtted efinical 
experience with this conversion. 

Managing Expected Opioid Adverse 
Experiences 

Most patients receMng opioids, especially those 
who are opioid-nate, w4K ©perience sktetifecte. 
Frequently the side effects from OxyContin are 
‘■’“Tansfent, but may require evaluation and man- 
agement Adverse events such as constipation 
should be anticipated and treated aggressively and 


prophylactic ally v/flt, a stimulant laxative and 0? 
stool scUenet Pateres do ms usrair, become tol- 
erant to me constipating effects of opioids 
Other opioid-related side effects such as sedation 
and nausea are usually seS-hmited and often do 
not persist beyond B* first tew days I nausea per- 
sists and is unacceptable to the patient treatmert 
wih arDemelKS or other mocaltes may relieve 
these symptoms and should be considered 
Patients receiving OxyCootirf may pass an intact 
matrix 'ghost' in the stool or via colostomy. 
These ghosts contain little or no residua] oxy- 
codone and are of no clinical consequence. 
Individualization of Dosage 
Once therapy is initiated, pain retef and other opi- 
oid effects should be frequently assessed. 
Patients should be titrated to adequate effect 
(geoeraBy mid or no pain with tire regular use ol 
no more that two doses ol supplemental anal- 
gesia per 24 hours). Patients who experience 
breakthrough pain mry require dosage adjustment 
of rescue modtoation. Because steady- state 
plasma concentrations are approximated within 
24 to 36 hours, dosage adjustment may be car- 
ried out every 1 to 2 days ti is most appropriate 
to increase the q!2h dose, not toe dosing fre- 
quency. There is no cirttca! information on dos- 
ing intervals shorter than qt 2h. As a guideline, 
except for the increase from ID mg to 20 mg 
q12h, the total daffy oxycodone dose usually 
can be increased by 25% to 50% of the current 
dose at each increase. 

if signs of excessive optofo-retaied adverse expe- 
riences are observed, the next dose may be 
reduced If this adjustment leads to inadequate 
analgesia, a supplemental dose of immediate- 
retease oxycodone may be given. Alternatively. 
non-opfoW analgesic adjuvants mzy be employed. 
Dose adjustments should be made to obtain an 
appropriate balance between pain relief and opi- 
oid-related adverse experiences. 

If significant adverse events occur before the 
therapeutic goal of mfld or no pain is achieved, 
the events should be treated aggressively. Once 
adverse events are under control, upward titra- 
tion should continue to an acceptable level of 
pain control 

During periods ol changing analgesic requtre- 
ments. including initial titration, frequent contact 
Is recommended between physician, otoer mem- 
bers of toe healthcare team, the patera and the 
caregtver/famffy. 

Special tadructions lor OxyContin* 80 mg and 
160 mg Tablets (For as t in opioid-totefaat 
patients only.) 

OxyContin 60 mg and 160 mg Tablets are tor 
use wily to optoto-toterant patients requiring 
dafly oxycodone equivalent dosages of 160 
mg or more tor the M mg tablet and 320 mg 
or mort lor the 1 60 mg tablet Cart should be 
taken in the prescribing of these tablet 
strentffes. Patients should be instructed against 
use by individuals other than toe patient tor 
wtiom X vac prescribed, ts such inappropri- 


ate use may have severe medical conse- 
quences, indudmg death. 

One OxyContin , 160 mg table! is comparable 
to two 80 mg tablets when taken on an empty 
stomach. With a high-fat meal, however, there 
Is a 25% greater peak ptasma concentration fot- 
I owing one 160 mg tablet. Dietary caution 
should be takes when patients are Initially 
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Ms. Tolle. Thank you, for the opportunity to be here today. I am 
Theresa Wells Tolle, I am a pharmacist and I am co-owner of Bay 
Street Pharmacy, which is an independent pharmacy in Sebastian, 
FL. I am the president of the Florida Pharmacy Association, and 
today I am here representing the American Pharmacists Associa- 
tion. APhA represents more than 50,000 practicing pharmacists, 
pharmaceutical scientists, student and pharmacy technicians. And 
we are the largest national association of pharmacists in the 
United States. 

APhA welcomes the opportunity to present the pharmacist’s per- 
spective on the abuse of prescription drugs, including controlled 
substances. As the medication experts on the health care terms, 
and the health professionals dedicated to partnering with patients 
to improve medication use, we appreciate the opportunity to dis- 
cuss the importance of striking a balance between providing effec- 
tive, legitimate, appropriate health care and preventing prescrip- 
tion drug abuse and diversion. 

Prescription medications are safe and effective when they are 
used appropriately, and pharmacists are the health care providers 
who work most closely with patients to make certain patients use 
their medications appropriately. Prescription drug abuse is one 
type of medication misuse, misuse that we as pharmacists try to 
prevent. Pharmacists work collaboratively with prescribers to pre- 
vent the diversion of prescription medications and to identify inci- 
dents of abuse or addiction. As part of this process, pharmacists as- 
sess the appropriateness of every prescription order they review or 
dispense. I watch for individuals who attempt to fill fraudulent pre- 
scriptions, who are visiting multiple prescribers, or present pre- 
scriptions for unusually large quantities of medication. Every day, 
I assess the validity of prescriptions, by watching for errors in the 
content or the format of the communications. However, it is not al- 
ways easy to determine if a prescription is legitimate, and I cannot 
view every patient as a potential drug abuser without compromis- 
ing my responsibilities as a health care provider. 

Identifying potential drug abusers is an area where collabora- 
tions with regulatory agencies makes sense. For example, the Flor- 
ida Department of Health recently barred one of Florida’s most pro- 
lific Medicaid prescribers from issuing any more prescriptions for 
controlled substances. Having either the Florida Board of Medicine 
or the Department of Health provide this information to the phar- 
macist community would help educate pharmacists about poten- 
tially illegitimate prescriptions. 

Another area of collaboration between regulatory authorities and 
pharmacists is now occurring in my own practice. The narcotics de- 
tective of our local Sheriffs Department informs pharmacists about 
potential drug abusers as well as when a local prescriber’s prescrip- 
tion blanks have been stolen. They do this with a fax alert. These 
efforts help pharmacists determine whether a prescription is legiti- 
mate. In both of these examples, the regulatory authorities are 
helping pharmacists by providing them information. However, in 
both examples the pharmacist has the final say in whether or not 
the prescription is for legitimate purposes, a determination they 
must make for every prescription presented to them. 
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APhA supports efforts to strike the balance of reducing prescrip- 
tion drug abuse and diversion, but without restricting patient ac- 
cess to drugs. In October 2001, APhA, in collaboration with 20 
other health care organizations and the DEA, released a joint con- 
sensus statement on the need to prevent abuse of prescription 
medications, while ensuring that they remain available for patients 
in need. 

Focusing on the subset of medications known as opiate analge- 
sics, the groups recognized that for many patients, opiate analge- 
sics are the only treatment option to provide effective and signifi- 
cant pain relief. However, a narrow focus on the abuse potential of 
a drug could erroneously lead to the conclusion that these medica- 
tions should be avoided when medically needed, generating a sense 
of fear rather than respect for their legitimate purpose. 

We caution against efforts to restrict the distribution of certain 
medications or arbitrarily limit health care providers’ ability to pre- 
scribe or dispense appropriate medications. With every barrier 
erected to limit diversion, the potential for those barriers to dimin- 
ish appropriate prescribing increases exponentially. Reduction in 
the drug distribution process can delay access to medication ther- 
apy, and disrupt existing patient-pharmacist-prescriber relation- 
ships. Additionally any stigma attached to the drugs will have a 
significant chilling effect on health care providers’ willingness to 
prescribe and dispense appropriate medication and patients’ inter- 
est in the medication. 

In a survey conducted by New York State’s Public Health Coun- 
cil, 71 percent of physicians surveyed reported that they do not pre- 
scribe the most effective pain medication for cancer patients, if the 
prescriptions require a special State monitored prescription form 
for controlled substances, even when the medication is legal and 
medically indicated for a patient. 

Efforts to limit abuse and diversion should be developed in col- 
laboration with health professionals and consumers and designed 
for maximum benefit and minimum intrusion. State level tracking 
systems when well constructed can provide this benefit, and well 
constructed programs provide prescribers and pharmacists with 
relevant timely information about dispensed medication. We cau- 
tiously support efforts to heighten regulations in this area. Federal 
enforcement agencies such as DEA should continue to be a law en- 
forcement agency fighting the illegal diversion of drugs. But the 
DEA should not be turned into a medical oversight body. Drug 
therapy should be managed by health care professionals. 

The very threat of regulatory intervention and oversight and the 
fear of having their intentions misconstrued could dissuade physi- 
cians from using aggressive efforts that are often needed to use 
medications effectively. 

It is important that patients do not lose access to medications be- 
cause of a failure to prevent medication misuse. Solutions must not 
have a chilling impact on the effective drug therapy management. 
The solution requires the education of health care professionals, 
law enforcement personnel, and the public on the use and abuse of 
prescription medication. 

APhA, and its members are committed to working with Congress, 
the FDA, the DEA, and other health care providers and patients 
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to find the appropriate balance between appropriate medication use 
and measures to curb the abuse and diversion of prescription 
drugs. 

Thank you, for your consideration of the views of the Nation’s 
pharmacists, APhA, looks forward to working with the committee 
to develop a safer and more effective system of providing prescrip- 
tion medications to all Americans. 

[The prepared statement of Ms. Tolle follows:] 
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Statement of the American Pharmacists Association 
Before the Government Reform Committee’s Subcommittee on Criminal Justice, Drug 
Policy and Human Resources 
United State House of Representatives 

Investigative Hearing on 

To Do No Harm: Strategies for Preventing Prescription Drug Abuse 
February 9, 2004 

Good afternoon, Mr. Chairman and Members of the Committee. I am Theresa Wells Tolle, a 
pharmacist and owner of Bay Street Pharmacy in Sebastian, Florida. I am here today 
representing the American Pharmacists Association (APhA). APhA, founded in 1S52 as the 
American Pharmaceutical Association, represents more than 50,000 practicing pharmacists, 
pharmaceutical scientists, student pharmacists, and pharmacy technicians. APhA is the first- 
established and largest national association of pharmacists in the United States. 

APhA welcomes the opportunity to present the pharmacist’s perspective on the abuse of prescription 
drugs, including controlled substances. APhA and its members are committed to working with 
Congress, the Food and Drug Administration (FDA), the Drug Enforcement Administration (DEA), 
other health care providers, and patients to find the appropriate balance between appropriate 
medication use and measures to curb the abuse and diversion of prescription drugs. As the 
medication experts on the health care team, and the health professionals dedicated to partnering with 
patients to improve medication use, we appreciate the opportunity to discuss the importance of 
striking a balance between providing effective, legitimate, appropriate health care and preventing 
prescription drug abuse and diversion. 

The Pharmacist’s Role in Improving Medication Use: Limiting Diversion & Abuse 

Prescription medications are safe and effective when used appropriately , but they can be deadly 
when used incorrectly. My colleague pharmacists and I are the health care providers who work most 
closely with patients to make certain patient use of medications is appropriate. Prescription drug 
abuse is one type of medication misuse — misuse that we try to prevent. Pharmacists work 
collaboratively with prescribes and other health care providers to prevent the diversion of 
prescription medications and to identify incidents of abuse or addiction. As part of this process, 
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pharmacists assess the appropriateness of every prescription order they review or dispense. I watch 
for individuals who attempt to fill fraudulent prescriptions, visit multiple prescribers, or present 
prescriptions for unusually large quantities of medication. Every day, pharmacists assess the validity 
of prescriptions, watching for errors in the content or format of the communications. However, it is 
not always easy to determine if a prescription is legitimate - no simple algorithm determines 
appropriate use. And importantly, I cannot view every patient as a potential drug abuser without 
compromising my responsibilities as a health care professional. 

Identifying potential drug abusers is an area where collaborations with regulatory agencies makes 
sense. For example, the Florida Department of Health recently barred one of Florida’s most prolific 
Medicaid prescribers from issuing any more prescriptions for controlled substances. Having either 
the Florida Board of Medicine or the Florida Department of Health provide this information to the 
pharmacist community would help educate pharmacists about potentially illegitimate prescriptions. 
Another area of collaboration between regulatory authorities and pharmacists is occurring now in my 
practice. The narcotics detective of our local Sheriffs Department now informs pharmacists about a 
potential drug abuser as well as when a local prescriber’s prescription blanks have been stolen. 

These efforts help pharmacists determine whether a prescription is legitimate. In both of these 
examples, the regulatory authorities are helping pharmacists by providing them information. 
However, in both examples, the pharmacist has the final say in whether or not the prescription is for 
legitimate purposes — a determination they must make for every prescription presented to them. 

Developing Appropriate Interventions 

APhA fully supports efforts to examine possible strategies to reduce the abuse and diversion of 
prescription medications without restricting access to drugs for patients with legitimate medical 
need. In October 2001, APhA, in collaboration with 20 other health care organizations and the 
DEA, released a joint consensus statement on the need to prevent abuse of prescription 
medications while ensuring that they remain available for patients in need. Focusing on the sub- 
set of medications known as opiate analgesics , the groups recognized that for many patients, 
opiate analgesics are the only treatment option to provide effective and significant pain relief. 
However, a narrow focus on the abuse potential of a drug could erroneously lead to the 
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conclusion that these medications should be avoided when medically indicated — generating a 
sense of fear rather than respect for their legitimate purpose. 1 

APhA generally supports the FDA’s and the DEA’s efforts to ensure that legitimate users of 
prescription medications maintain the ability to continue using these products, while reducing 
their diversion and abuse. Although APhA agrees that some action is necessary to address the 
diversion and abuse of prescription medications, we know that some well-intentioned 
interventions can actually create new problems. We caution, for example, against efforts to 
restrict the distribution of certain medications or arbitrarily limit health care providers’ ability to 
prescribe or dispense appropriate medications. With every barrier erected to limit diversion, the 
potential for those barriers to diminish appropriate prescribing increases exponentially. 
Restrictions in the drug distribution process can disrupt patient care by delaying access to 
medication therapy, disrupt existing patient-pharmacist-prescriber relationships, and potentially 
create an increase in the cost of medications. Also, any additional stigma attached to the drugs 
will have a significant chilling effect on health care providers’ willingness to prescribe and 
dispense appropriate medication and patients’ interest in using the medications. Decreasing the 
number of patients using a medication may be seen as a “success” in managing risk. But this 
“success” is tempered by the accompanying “failure” of patients with legitimate need to access 
the same medication. 

Measures to curb abuse and addiction should be attempted, but measures that simply increase 
providers’ paperwork or restrict access to one troublesome product will not solve the problem. 
Those suffering from chemical dependency will find another way to obtain the product or find 
another product to achieve the same effect. These individuals need help to treat their substance 
abuse and addiction. Efforts to limit abuse and diversion should be developed in collaboration 
with health professionals and consumers, and designed for maximum benefit and minimum 
intrusion. State-level tracking systems, when well-constructed, can provide this benefit. Well- 
constructed programs provide prescribes and pharmacists with relevant, timely information 
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about dispensed medications. But such databases targeting abuse and diversion should not be 
confused with clinical programs to more broadly improve medication use. 

These examples demonstrate the need for collaboration when developing interventions to limit 
prescription drug abuse and diversion. While it may sound trite, every action has a reaction — in 
this situation, some reaction that is positive, some reaction that is not. In 1982, for example, the 
state of Texas implemented a triplicate prescription law for controlled substances. A subsequent 
study of a 1200-bed teaching hospital found a 60% decrease in prescriptions for Schedule II 
controlled substances from 1981 to 1982. 2 This shows that simply increasing recordkeeping 
requirements discouraged use of these medications. It is highly unlikely that 60% of these 
prescriptions were unnecessary. And in a survey conducted by New York State’s Public Health 
Council, 71% of physicians surveyed reported that they do not prescribe the most effective pain 
medication for cancer patients if the prescriptions require a special state-monitored prescription 
form for controlled substances — even when the medication is legal and medically indicated for a 
patient. 3 

We respect the desire to heighten regulation in this area, and cautiously support such efforts. 
Federal enforcement agencies, such as the DEA, should continue to be a law enforcement agency 
fighting the illegal diversion of drugs. But the DEA should not be turned into a medical 
oversight body - a task for which it is unsuited. Providing a government agency the explicit 
authority to question the intent of any physician or medical practitioner who authorized the use 
of a medication for a patient could increase doctors’ reluctance to prescribe drugs resulting in 
more patients suffering, especially at the end of life. Drug therapy should be managed by 
healthcare professionals - physicians, nurses, and pharmacists - not by federal law enforcement 
officers. The very threat of regulatory intervention and oversight - and the fear of having their 
intentions misconstrued - could dissuade physicians from using aggressive efforts that are often 
needed to use medications effectively. 


2 Sigler K, Guernsey B, et al. Effect of a Triplicate Prescription Law on Prescribing of Schedule II Drugs. 
American Journal of Hospital Pharmacy 41 (1984), 108-1 11. 

3 New York State Public Health Council, Report to the Commissioner of Health, Breaking Down the 
Barriers to Effective Pain Management: Recommendations to Improve the Assessment and Treatment of 
Pain in New York State, January 1988. 
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Furthermore, non-medical enforcers will face substantial problems in distinguishing between 
legitimate medical use of prescription medications. Drawing the line is not easy for healthcare 
professionals with years of experience. It certainly will not be easy for law enforcement officers 
with no medical training. For example, many patients can tolerate and indeed require extremely 
high doses of controlled substances to relieve their pain and other symptoms. Health 
professionals have concerns with regulators making this distinction, and many do not feel secure 
that they will be protected if they aggressively manage pain with opioids. 

Manufacturer-Level Efforts 

APhA understands that one strategy to reduce the abuse and diversion of prescription 
medications has already been initiated by drug manufacturers. These efforts include 
reformulating products to reduce the potential for abuse. Certain additions to the medication can 
limit abusers who crush and inject the drug from obtaining the desired “high.” APhA supports 
these product development efforts to reduce the potential for abuse of drug products and we 
encourage Congress and the FDA to work with manufacturers to accelerate the development and 
approval of reformulated versions. Reformulated versions continue to provide patients with 
effective pain management, while removing the stimulus for illegal abuse, and importantly for 
pharmacists, lessen the potential for pharmacy robberies related to prescription drug abuse. 

Conclusion 

It is important that patients do not lose access to valuable and effective medications because of a 
failure to prevent medication misuse. Any solutions must not have a chilling impact on effective 
drug therapy management. The solution requires the education of health care professionals, law 
enforcement personnel, and the public on the use and abuse of prescription medications. 

Thank you for your consideration of the views of the nation’s pharmacists. APhA looks forward 
to working with the Committee to develop a safer and more effective system of providing 
prescription medications to all Americans. 
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Mr. Souder. Well, I thank you each for your testimony. And I 
want to say up front, which you heard me say in my first panel, 
I really did not come into this hearing with much of a preconceived 
notion. I have seen some of the headlines in my own district. We 
focused on a lot of other issues and so I was not as knowledgeable 
as Mr. Mica or Mr. Norwood in the particulars. And among other 
things Eli Lilly, is a major player in Indiana and I have been a 
strong supporter of Eli Lilly. In the interest of full disclosure I have 
anesthesiologists and all sorts of different doctors on my finance 
committee, because when we ran for office in 1995 there was a lot 
of outrage about the nationalization of health insurance and so I 
am disporportionately hooked up with them. 

Medical Protective, one of the largest malpractice insurers for 
doctors is based in my district, along with General Electric. But I 
am frustrated by your testimony. I have been getting the crap 
kicked out of me, with all do respect, for working too much with 
the medical industry. If the medical industry cannot understand 
the difference of a drug epidemic and wants to stand behind the 
shield of do not intervene, we are going to do some nice com- 
promises in a drug epidemic, you bring a lot of the pressures on 
yourself. 

I do not like a lot of what we in Congress passed in HIPAA regu- 
lations. I am tired of all the paperwork on every little thing, why 
can we not prioritize. OxyContin, right now is a priority type of 
thing, or the underlying thing underneath it. It is not aimed at 
Purdue Pharma, it is not aimed because it can spread. But let us 
lay a couple of things out in the record here. The difference be- 
tween a heroin dealer and a cocaine dealer, is you are not them. 
You are dealing with prescription drugs that are paid for mostly by 
other people. One difference is that is the Federal taxpayer as an 
individual taxpayer do not pay for cocaine and heroin. There is a 
ethical difference when you ask the Federal Government, the State 
government, and other taxpayers to subsidize somebody’s habit. 
That is going to bring additional pressures on that. 

Second, that when the network is a legal distribution network 
that is approved by society, that it is going to bring different pres- 
sures on it. Now, it is absolutely true that the anesthesiologists, 
and people who understand pain reduction have to be primary 
players at the table, and that pharmacists cannot assume that ev- 
erybody coming in there is a criminal. I appreciate that statement. 
On the other hand, when you have an epidemic in the community 
and when small town pharmacists are being held up at gunpoint 
in my district, and that in fact a fair number, which has not been 
established what percent, are in fact criminals who are doing it. It 
suggests that you are going to have to use a little more discretion. 
There is going to be some regulations with it, or what is going to 
happen is the entire pharmaceutical industry, the entire flexibility 
of the medical community is going to be taken away because the 
general public is not going to tolerate their money being spent. 
Which is different than cocaine and heroin. I am not arguing here 
that it would not move to something else, but we have the obliga- 
tion as stewards of the taxpayers’ dollars, to at least make sure our 
dollars are not being used this way. To make sure that those who 
are in legal trade are not. I am particularly outraged at the state- 
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ment that 71 percent of the doctors in New York State would say 
that they would not prescribe what is best for their patient based 
upon on a paperwork decision. And quite frankly, that leads us into 
a question of should their malpractice insurance go up. 

In other words, maybe one of the ways to do this is to have a 
different criteria on the people who do not prescribe because they 
do not want legitimate paperwork. And to me, part of our respon- 
sibility in oversight is we have dumped so much illegitimate paper- 
work, chasing at the margins on the doctors, and quite frankly, by 
not controlling the lawsuits all the time. Because you can be har- 
assed for everything, and that is part of the concern here. That 
sometime this could lead to a bunch of lawsuits on the drug com- 
pany, on the pharmacist, or the doctors which is outrageous. The 
problem is we need to take responsibility how to address this, get 
control of the lawsuit question, but that should not prohibit us 
from trying to address legitimate concerns in that. 

We can make some progress as we talked about here which you 
all have supported, but the underneath is what has caused me to 
erupt here as a friend, and say, look, this is different. What we are 
looking at is an epidemic, and if we do not try to treat epidemics 
like this, that our whole support system for not cracking down and 
having national socialized medicine system is going to collapse. 

Because if we do not go after the bad guys aggressively and tar- 
get those higher risk groups first and foremost. And we do not have 
a mechanism to identify those high risks. In other words, if you 
will not help us go after the highest risk areas, then everybody will 
become a suspect. And then there will be non health regulation by 
DEA in the pain relieving medicine. This cannot be kind of like a 
slap on the wrist and we are going to put a little warning up here 
and so on, because it is not going to work. The outrage of the com- 
munity already over the general cost of prescription drugs, the gen- 
eral cost of health care is so large that we are walking on a very 
tight wire now. And having this kind of thing on the top of the 
other pressures on health care is going to bring consequences far 
beyond whether we tinkering around with OxyContin. 

When we have an epidemic erupt we need everybody working to- 
gether and saying we are going to focus on this right now. I would 
like to hear some of your reactions to that. Who wants to start. 

Dr. Berckes. I cannot speak to the 71 percent that was men- 
tioned earlier and I hear and I understand from your perspective 
as well. The majority of the physicians that I have spoken to with 
respect to this issue when it became clear that I was going to be 
the one to talk about this today is that doctors do not want to have 
tools taken away that can help. And indeed I can tell you that the 
percentage of physicians that are responsible is very small. 

I think we heard testimony about that, things have been pub- 
lished already. But I can also tell you the frustration from the 
point of view of a physician that cooperates with the Florida Board 
of Medicine in looking at these outrageous cases and what has to 
be done and the hoops that have to be jumped through to pull their 
license. OK, looking at records and I have cooperated with the 
board and I am glad to do that. There is not a lot of pain manage- 
ment physicians that have the qualifications and that are vol- 
unteering with that, and it takes a lot of time. 
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I have seen things and it is just beyond me how a doctor can get 
away with it for so long. The only thing is and I think Representa- 
tive Norwood, brought this up earlier, it must be that the pain that 
they are going to incur is very small to the possible benefit. They 
are not going to hurt enough and it is not just taking away their 
license to practice medicine, but it is throwing them in jail, and I 
do not think it has been done enough, and I have seen enough and 
it makes me sick. But we apparently have a process that protects 
those that are causing the problems. And much more, it is much 
more of a problem than probably we suspected before. 

When somebody walks into a pharmacy and presents a prescrip- 
tion for 540 OxyContin 80 milligrams month after month after 
month, there is something wrong with the whole process: where 
that originated, who is filling it, the whole thing. I mean it is just 
mind boggling. We do not want these tools taken away, and we 
know that they will be, and we are sensitive to the health care dol- 
lar. The health care dollar be it Medicaid, the future Medicare pre- 
scription benefit, we do not want this taken away, and we support 
any efforts that may enable the situation to get better. 

Organized medicine supports this, please do not misinterpret 
anything I have said. We just do not want to go back to having our 
hands tied behind our backs, OK. The evolution of the speciality of 
pain medicine has been a relatively new one. And I believe patients 
are being served better, whether it is cancer patients or other non 
malignant type of pain, non-cancer pain. And at least what I see 
in my community is that there is less use of certain of these drugs 
by primary practitioners, and they are allowing the people with 
specialized knowledge to make the calls on this. And whether that 
is something that is a statewide trend or a nationwide trend, we 
have been led to believe because of the proliferation of pain man- 
agement specialists that is happening. But when you see things 
like these incredible numbers of OxyContin being prescribed by 
small numbers of doctors one has to believe. 

So, the one area that I am frustrated with as I have tried to 
think has to do with this Internet thing. I mean every time I turn 
on my computer and answer my e-mail I am offered all kind of 
things. I mean I do not know how that is regulated but that is a 
problem that I do not understand. Having a data base, a computer 
data base, is something I think certainly can help. But who pays 
for this. The money in the pie for health care is already smaller 
or at least relatively smaller because there are more people that we 
have to take care of with the same amount of money. So, who is 
going to pay for that system. 

And I have seen things — you know, if we include oxycodone, just 
Schedule IIs but we do not include Schedule Ills, we have shot our- 
selves in the foot. I mean, I can tell you, using hydrocodone is just 
as risky as using oxycodone. 

I mean there is — and for the people who abuse it is the same 
thing. Why one is a II and one is a III, I am sure there is some 
interesting history about that, but if it is comprehensive I think we 
all can probably get a handle on it. But we have these issues of 
HIPAA that we are all dealing with HIPAA right now, and I do not 
know which way I am going with HIPAA. I know I am afraid of 
violating laws with HIPAA, and I do not know how that would 
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equate. But we should be able to with the resources of the Federal 
Government, the United States, be able to coordinate with those 
areas that are mandated by each State, to get a handle on this 
thing really quickly. 

I firmly believe that and I pledge my support. 

Mr. SOUDER. Probably, having to list our peyd when we go to the 
doctor is a over-regulation of HIPAA. That is the way it seems 
sometimes. 

Ms. Tolle. Dr. Berckes, did a great job in covering on a wide 
topic in a short period of time. I think definitely — one of you men- 
tioned earlier an umbrella organization with the Federal Govern- 
ment, and then State control of that umbrella organization. To me 
that makes the most sense. Colonel McDonough said that there is 
controlled substance monitoring legislation that is proposed in Flor- 
ida and I know there is in other States, I believe 18, there may be 
more, that currently have that kind of system in place. 

I think if you can get something like that in place where at least 
you have an ability to look and see who is doing this, who is pre- 
scribing, the patients who are abusing the system. Yes, I have con- 
cerns with HIPAA and privacy violations, but I also, think at least 
there is an ability for us to know. There is a way for us to, a place 
for us to go to. We have groups like the Florida Department of Law 
Enforcement, who could be the coordinating group for that in the 
State of Florida. 

As I mentioned, were are very fortunate in my county, because 
I have a Sheriffs Department that is very proactive, and they work 
with us and that works very effectively. I had a doctor who was 
closed down Monday a week ago, their controlled substance abil- 
ity — or his ability to write controlled substance prescriptions was 
taken away from him. I knew that within 2 hours of that happen- 
ing, because my local law enforcement agency let us know that. At 
the same time a pharmacy was robbed in our area, and we knew 
that as well, we also knew that the pharmacist recognized the sus- 
pect and that person was being questioned. Which kind of helped 
us breathe a sigh of relief that perhaps he was not coming to us 
next. But I think those types of coordinating efforts are very help- 
ful. And I see that as an opportunity for us to move forward and 
solve this problem. I can tell you that there are people out there 
who are writing those 540 tablets of OxyContin, and unfortunately 
there are pharmacists who are filling them month after month, and 
there should be penalties. We need to make sure that those people 
are afraid, that they are going to be penalized. 

Mr. Souder. This is also happening in meth, where we had one 
case where one of the biker gangs that have been developing a net- 
work of meth labs went to pharmacy training and got control of a 
pharmacy. And we have to be able to weed out the at risk groups 
so that we can keep the harassments down on legitimate phar- 
macies. To do that there has to be cooperation and information. Dr. 
Henningfield. 

Dr. Henningfield. Congressman, I agree with everything you 
said. I think that we do have a serious problem with prescription 
drug abuse, and we do need to address it. 

I have a couple of suggestions, I would like to keep an image in 
mind, and the image is a balloon. And what we have to be careful 
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is that we do not squeeze the balloon in one place so it pops up 
in another place, because that is what happened over decades with 
drug addiction. 

We have some serious problems in our infrastructure, our mon- 
itoring system. We would not tolerate a CDC that told us a year 
or two after the fact when there was a new virus or epidemic, or 
hepatis outbreak. We expect comprehensive rapid, reliable monitor- 
ing for drug abuse. We have that for other diseases. We have made 
a lot of progress, I think the institutes have made a lot of progress, 
but if Congress further prioritizes this I believe that SAMHSA and 
other Federal agencies could do a better job and do a better job of 
integrating local information with Federal information as the CDC 
does. 

Monitoring deaths and correctly attributing them is critical. The 
Florida Medical Examiners report, if you look at it in detail, you 
see that ascertaining actual cause of death is a complex business. 
Yet, as CDC knows with other diseases, you have to do that if you 
are going to fix the problem and prevent it in the future. We need 
a better, more systematic way of doing that. 

The Internet is a hemorrhage, I do not know how to fix it. Pre- 
scription drug monitoring is a national system and a local system, 
that allows doctors to find out, how does this integrate them with 
our Federal monitoring systems. On treatment, our former surgeon 
general Dr. C. Everett Koop, he said, “it is easy to get addictive 
drugs, it is hard to get treatment; as a Nation, our challenge is to 
reverse this.” That is a fact right now, and that means when people 
do get into trouble and they will get into trouble; no matter what 
we do, there will be some people in trouble. They have to have a 
place to go when they need it, and it has to be the right kind of 
treatment, and the one thing that has not been discussed directly 
today is also a conclusion of the GAO report and FDA, and DEA, 
and that is the concept of risk management programming. 

The whole idea is the Controlled Substance Abuse Act came 
about when a lot of these problems were not on the radar screen. 
It took a simplistic approach, it is basically the chemistry. My lab- 
oratory at NIDA studied mainly the chemistry, and addiction po- 
tential. Now, we know it is much more than the chemistry. The 
concept of risk management programing and plans is that you a, 
identify all the potential risk associated with the drug; b, you de- 
velop solutions to the best of your ability to minimize those risks 
and still maximize the beneficial effects of the drugs. 

Then you should have a monitoring system in place to fix it if 
it does not work. And if you do not have all that, you will have 
problems and they will recur and recur and recur. You could take 
the top 10 drugs of abuse, licit or illicit, off the market, ban them, 
and they would be replaced. You would just be squeezing the bal- 
loon in one place. So, I urge you to consider a comprehensive solu- 
tion. There are things that you can do. 

Mr. Souder. Mr. McDonough, do you want to comment on this? 

Mr. McDonough. Mr. Chairman, very briefly, I could not agree 
with you more, the death rate is obscene. We do have to take steps 
and have to take strong steps immediately. We cannot hide behind 
the excuse that we have to be very careful as we go forward — it is 
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an epidemic, as you said. When you are dealing with an epidemic 
you have to take immediate action. 

I would point out the validation system in the 18 States and the 
one we expect to put into place in Florida, is most used not by law 
enforcement, but by doctors. Doctors want to know what their pa- 
tients are being prescribed, only then can they give good medicine. 
And since we have worked very closely with the Florida Medical 
Association as well as with the pharmacy folk, we know for sure 
that neither group tolerates murderers in their group. I will point 
out that Florida has been very aggressive in going after this from 
a law enforcement perspective and in identifying the extent of the 
problem. 

That means, therefore, we get a lot of press on this. I suspect 
that these problems exist throughout the country, but I know that 
is why you are looking at it. Here for the purpose of addressing the 
issue for the entire Nation, and I laud you for that. 

I also wanted to point out that it is very easy to play with data, 
although, it was reported that most deaths are poly drug deaths, 
I will tell you for sure in Florida, no kidding, that for half of the 
prescription drug deaths, the medical examiner identified a lethal 
presence of the prescription drug, the chemical compound in that. 
So, although there may be an attempt to lose that in the wash, for- 
get it. It is the prescription drug in one half of those 3,200 plus 
deaths, that killed them. There may have been other drugs present, 
but it was the prescription drug that killed them. 

Mr. Souder. Could I get a verification on that? 

Mr. McDonough. Yes. 

Mr. Souder. Would the prescription drug that killed them, if 
they had used that alone, or was the prescription drug on top of 
what they had in their system. 

Mr. McDonough. Well, the doctor that does the autopsy says it, 
present in a lethal amount. Meaning that if oxycodone was present 
in the bloodstream, it was there in sufficient quantity to kill them. 

Mr. Souder. Alone? 

Mr. McDonough. Alone. The other drugs I guess they added 
that for the high. I might add it is very difficult to ascertain which 
was the prescribed drug that killed them. Because the autopsy does 
not go into the degree of investigation that a law enforcement per- 
son might. But it does appear to me that a predominant killer in 
the oxycodone deaths, is OxyContin. So, you are right to stress 
that. There was a series of articles published in the paper here in 
Orlando, that was able to trace a number of deaths, several hun- 
dred. And it gave a figure based on that review, an in-depth re- 
view, some 83 percent of the deaths they reviewed with oxycodone 
in the blood system, was traced to OxyContin. Therefore the author 
of that concluded it was OxyContin that killed them. 

I stress this because it is so easy to talk about the caution we 
must exercise, of course we must exercise caution. But the fact of 
the matter is we are seeing 10 dead a day. So, if you are too cau- 
tious in preserving — that is one State, preserving that 10 dead a 
day, what you do allow to do — and not you, sir, of course — but the 
collective we, we allow those 10 to keep dying. Unacceptable, we 
have to be more aggressive than that, I do think that we can pre- 
serve what I call the three P’s. No. 1, pain treatment adequately 
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done. No. 2, the privacy of the patient, and No. 3, the sanctity of 
the patient and the doctor and the relationship that ensues be- 
tween those two. 

After 3 years of working this in Florida, I have very little pa- 
tience for that raised as a new concern. That is why we had every 
player come to the table and every player lay out their associa- 
tion’s, their group’s concerns, I think we have addressed them all. 
What we have not yet adequately addressed is 10 dead a day. That 
is where we have to get and we have to get there in a hurry. 

Thank you. 

Mr. Souder. Mr. Mica. 

Mr. Mica. I will just continue, Director McDonough. I was quite 
stunned by the first panel, it seems there is great disconnect, at 
the Federal level, at least from enforcement. We had one of the 
chief DEA officials here who did not know about the extent of the 
problem. And then I guess the newspaper or media has revealed 
some of what is going on and it does not appear it is a priority to 
pursue that. You are our chief officer dealing with the problem of 
substance abuse in the State of Florida, what specifically would 
you recommend to fill the gaps, now the State has their agenda 
and I think we will have some testimony from a State Senator that 
we are going to submit to the record, as far as what the State in- 
tends to do. What specifically can we do to deal with again, the 
medical profession, whether it is a doctor, a pharmacist, or some- 
one who is prescribing these legal narcotics in quantities that are 
killing people — what can we do from the Federal level, where do 
you see the gap? How do you see us filling that gap? 

Mr. McDonough. I would say about three major things you 
could do in short order, sir. When I worked in ONDCP I was glad 
to take counsel and guidance from you. ONDCP has made this a 
priority, I think it could be stronger. It ranks up there, but from 
my vantage point it is the most deadly drug problem we are seeing 
in the country right now. 

Mr. Mica. I do not know, Jim, if you were here when I talked 
about the disconnect, you know, you were around when we had the 
National Drug Education Program. It seems to me there is a dis- 
connect there. As Dr. Meyer testified that part of this is education, 
and it is, but it does not appear that the Federal level we are able 
to shift gears to get information out. Do you see that problem and 
how do we address that? 

Mr. McDonough. I do see the problem. I think you have the 
power to do that in very effective ways. First of all, is to have hear- 
ings such as this and second, to give direct guidance. I do not nec- 
essarily think it takes another law to do that, but, of course, when 
you stress it, when the Congress of the United States makes it a 
priority concern for whatever agencies respond to you at that level 
it becomes a concern as well. 

Mr. Mica. But there is no — again, I see something missing, I 
loved your reports and all when you were with ONDCP, but by the 
time we get them the information is old and by the time we hold 
hearings on it, we are looking at — and the deaths figures I have 
are just dramatic off the charts, in the last couple of years, on this 
problem. So, we have not gotten the message in Washington, our 
Federal agencies are not responding whether it is law enforcement 
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or others, and we do not have a program in place. So, there is 
something wrong there and I think we need to get with John Wal- 
ters and others to see how we could do that. 

The second motive in question was dealing with the bad apples 
who are — and these things are not coming on the market just 
accidently or through the Internet. We have cases of physicians or 
pharmacists prescribing or issuing incredible amounts. What do we 
do with the bad apple, from the Federal level? 

Mr. McDonough. Well, I think you need to go after any crook, 
and not just at the Federal level. Certainly that needs to be done, 
but along with State and local jurisdictions as well. 

I would suggest, sir, if you work with the American Medical As- 
sociation on this, they would be in the forefront of wanting to crack 
down on those among their ranks that would violate the laws. 

Mr. Mica. Well again, I think we heard sort of the evolution of 
narcotics substances and the treatment of pain, and the lack of the 
law to keep up with the enforcement problem. That is part of it and 
that is going to require some adjustments to Federal statues and 
laws, which I think — I do not know if we will get the cooperation 
of some of the medical professionals, what do you think? 

Dr. Norwood. John, I think 

Mr. Mica. They are not under obligation. 

Dr. Norwood. I think the people who should be and I believe are 
most concerned are those that prescribe medications. We are talk- 
ing about 12 doctors from Florida, well that helps ruin the reputa- 
tions of thousands of doctors in Florida, and they want and the 
pharmacists too — we want these people caught, dealt with. 

Mr. Mica. Take their license. 

Dr. Norwood. Well, no that is not enough. Taking a license 

Mr. Mica. Someone said in jail. 

Dr. Norwood. Well, what I said is they could practice in jail. 
Just simply taking their license makes the problem worst, it drives 
them underground. 

Mr. Mica. Let me just conclude with a question, and I talked to 
a couple of pharmacists about the problem, and some pharmacists 
do respond, others are concerned about liability or they have other 
concerns. They see prescription shopping, they see over-prescribing 
of medication, what can we do from the Federal level, or is this a 
State issue, to protect the physician — or the pharmacist, but also, 
allow the pharmacist who sees this activity to be protected? 

Ms. Tolle. One of the things that was mentioned by one of you 
earlier was this — and I think it was Chairman Souder — the sys- 
tems that are in place for payment of pharmacists through third 
party companies like where we submit an online claim and we get 
some information back, that the claim has been adjudicated and we 
are going to be paid for that. And I know that is part of your out- 
rage, is that insurance companies and Medicaid are paying for this 
illicit use. One of the nice things about those programs too is that 
they send us alert messages back, and that really helps phar- 
macists. Now I do not know what the Federal Government can do, 
per se, but what you need to be aware of is that there are systems 
in place already where we are transmitting a prescription claim 
and getting it adjudicated, and it seems to me that a system like 
we are talking about with this controlled substances monitoring 
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would — you could do something very similar you could transmit 
and get some sort of message back about what this patient had re- 
ceived or something like that. 

I think that the bill that Representative Norwood has proposed 
to provide funding 

Dr. Norwood. It is a draft. 

Ms. Tolle. OK, I am sorry. 

Dr. Norwood. Work in progress. 

Ms. Tolle. I have seen the language, or I have seen the draft. 
I think what is being considered right now is a great idea. I think 
you are moving in the right direction with that. By helping to fund 
the States that are willing to do that, and I do not know if it could 
be a Federal program or if it needs to be State by State. But I 
think encouraging States to do some sort of monitoring program to 
allow, to help their professionals to get that message, to know what 
is out there. 

And of course I agree with all the efforts to do educations, I like 
what was said about the genome project and what we are going to 
have in the future to identify perhaps before it ever happens, the 
people who are going to be subject to that, I think education is defi- 
nitely a big part of it. In the whole mental health and the issue 
of depression and identifying patients who might be prone to it so 
we can stop it before it happens. 

Mr. Mica. Do pharmacists need some protection against report- 
ing folks, because I have heard that is also a problem, that they 
are reluctant sometimes. 

Ms. Tolle. I guess there is always a possibility of a pharmacist 
being concerned about liability, but if you are reporting somebody 
who is obviously violating the law, I do not know why there would 
be a liability concern. 

Mr. Mica. OK. 

Ms. Tolle. I mean there may be pharmacists out there who have 
that concern, but it becomes pretty apparent after awhile, when a 
physician is prescribing outside the normal limit. 

Dr. Norwood. Mr. Chairman, would you yield on that subject? 

Mr. Mica. Yes, go ahead. 

Dr. Norwood. Let me just point out and I have been working on 
this bill for awhile and our biggest single concern is liability in 
HIPAA. If we cannot get the job done, it is going to be for that rea- 
son. 

Mr. Mica. OK, and then just — I am through Mr. Chairman, but 
while I have Ed McDonough, here, one of the most startling things 
I have learned today is that we have a Federal program, Medicaid 
in this case, we learned is being abused — actually a major conduit 
to putting lethal prescription drugs on the market and some years 
ago in fact our subcommittee or the predecessor of this subcommit- 
tee did a lot of work with the Florida Legislature in getting — Flor- 
ida officials in getting a Medicaid task force, fraud task force. I do 
not know if that is still operating we had $1 billion between Medic- 
aid and Medicare, in over-billing and fraudulent charges. Certainly 
if we have people dying as a result of distribution systems being 
set up through a Federal program for obtaining these prescription 
drugs, it should be the focus of attention. 
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Is it still in place? And if you do not have that information now 
I would certainly appreciate you reviewing it. 

Mr. McDonough. No, sir, we have it, and we can do a better job 
with it, and we resolve to do a better job with it. We have a Medic- 
aid fraud unit. The way the system works the Agency for Health 
Care Administration in Florida takes a look at the data. If you rec- 
ognize something should be passed off for investigation, it needs to 
be done in a timely fashion. 

Mr. Mica. I am aware of the procedure, but are they now — this 
is outside of some of their original purview and purpose but cer- 
tainly, you know, it is against any policy that we would promote 
at the Federal level to have this going on. Are they pursuing 

Mr. McDonough. They are. If Senator Saunders had been able 
to come today, he would have laid out a number of hearings he has 
held. They were very well done hearings, in which he has given 
great incentive for the system to coordinate better, and he will now 
back that with a series of laws that will further strengthen it. Part 
of his appeal to you was to ask for the Federal laws in the Medic- 
aid systems that would make the penalties appreciable should 
someone try to do the very thing that we are talking about. 

Mr. Mica. Well, thank you. And we will take his testimony and 
recommendations back and your suggestions. Appreciate the panel- 
ists and I yield back. 

Mr. Souder. Thank you. Dr. Norwood. 

Dr. Norwood. Thank you, Mr. Chairman. Mr. McDonough back 
to the 12 physicians again and I do not want to belabor this but 
I am curious. Let us say they were indicted and found guilty or 
even one of them was. In Florida law what would be the penalty? 

Mr. McDonough. If there were deaths involved most likely we 
are looking at manslaughter. In fact, we had a historic case of man- 
slaughter, one doctor in Pensacola, four counts. I actually think 
there were 11 dead associated with his practice. But if there is a 
deceased, it is manslaughter, and then the requisite penalty that 
comes with that, a long time in prison. Now, it is difficult to get 
a manslaughter case, as you know, and even harder to get a mur- 
der case. But we are looking at that as well. 

Dr. Norwood. Well, simply the overuse or allowing the overuse 
of Schedule IIs and Ills where there is not a death incurred but, 
however, we see clearly from the record this particular person is 
way over-prescribing this drug, what can you do to stop it before 
a death occurs? 

Mr. McDonough. You get into the gradations of when a crime 
is committed. Was it lack of education, was it an administrative 
problem? If it is at the lower end of the spectrum, then the Board 
of Pharmacy, if it is a pharmacist can move, or the Board of Medi- 
cine, if it is a doctor can move. They can suspend that license or 
revoke that license. Since it takes a while to revoke a license, in 
extreme case of administrative error, most likely the Secretary of 
Department Health would revoke a license. If you cross the line 
into criminal activity, then you can prosecute for the violation of 
the law. You cannot be a drug dealer under any law, a drug push- 
er. 

Dr. Norwood. So, it is criminal activity to start with. 
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Mr. McDonough. At that point that I just described yes, when 
you were wantonly pushing the drugs knowing you do not have a 
legitimate patient, you have done only a cursory or no physical ex- 
amination, when it is done on such a scale that the rational man 
would say this guy is pushing pills, you have a case. 

Dr. Norwood. How many deaths in Florida, from OxyContin oc- 
curred from people taking OxyContin in a prescribed manner? 

Mr. McDonough. That is a very tough question, I do not have 
an exact figure. 

Dr. Norwood. You need to be real sure, do not guess on that. 
Now that is important. There are many drugs — penicillin will kill 
you. And it can kill you taken in a prescribed manner with 
antiphylactic shock. There are many, many drugs out there that 
were used, thank God every day, but they can kill you in normal 
usage and there are that many more that can kill you if you are 
over-taking the particular drugs. I do not know how many — Doc, do 
you have any idea how many medications are available out there 
to health givers that actually cause the deaths of patients if taken 
in an overdose? 

Dr. Berckes. Virtually everything that is a prescribed drug and 
many things that are not prescribed drugs have the potential to 
cause death. 

Dr. Norwood. I guess water can too, you know, taken in an over- 
dose. 

Dr. Berckes. Right. 

Dr. Norwood. Let me ask you — this is just a simple question I 
am curious about, I know you are a particular expert in pain man- 
agement, I also know though physicians do not get through medical 
school and all the subsequent training without having a fairly good 
idea about some pharmacology. Maybe some in New York, but most 
of them I know about have a pretty good education in that. Do you 
really think there is any physician in Florida that would not under- 
stand that there are dangers in some of these drugs in terms of 
being addictive. Do you think they are actually out there practicing 
medicine that do not know that? 

Dr. Berckes. I think that there are a lot of — there are many 
physicians that do not understand the potential, I am not making 
excuses for them. 

Dr. Norwood. I do not see how you get through med-school and 
not understand the potential at least for addiction they may not 
understand it at the level you know, but they know when they 
write that script for, you know, Ms. Jones, we have to be careful 
here. 

Dr. Berckes. There is a couple of things. First of all, there are 
a lot of studies that have shown that when narcotics are used to 
control pain, you do not get the addiction. There is a small percent- 
age of people predisposed. But I think speaking of the larger issue 
and I try to avoid using brand names, but OxyContin is one we can 
not avoid. I believe because I was in this boat when this drug was 
rolled out, despite the education that was provided by Purdue, 
those of us that are using narcotics are very familiar with a sister 
drug, called MS Contin. MS Contin is made by the same company, 
and it is morphine sulfate. Classically one of the advantages of MS 
Contin versus immediate released morphine is that the abuse po- 
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tential was virtually eliminated, because of the sustained release 
preparation that this company I assume patented. There was not 
the ability for it to be abused, or it markedly decreased. 

A lot of us believed incorrectly that using oxycodone in the form 
of OxyContin would afford us some of that same protection. The 
sustained release chemical in the way that oxycodone is released 
in the OxyContin it turns out is nothing like the MS Contin, so I 
believe there was a lot of confusion where there was intent to pre- 
vent the abuse, potential abusing oxycodone preparations by using 
OxyContin. We inadvertently did just the opposite. 

I do not believe, I am sure there is a lot of scientific data that 
they had to go through with the FDA to get there. I do not believe 
there was any deliberate misinformation put out there, but this 
was an unintended thing, just to clarify. 

But indeed there are doctors that think they are doing the right 
thing, and one of the other things especially that I have noted with 
this drug, when for whatever reasons you calculate the drug and 
you maybe are giving a little bit too much, and patients forget 
when they take medications. I forget, when I am prescribed by my 
doctor, if I do not write it down. All it takes is taking an extra 
OxyContin if you are already getting the higher level and you take 
another one you are dead in a few hours. 

Dr. Norwood. I have a few more questions I have to get answers 
to, and a quick answer on this. Severe pain, moderate pain, the 
FDA refers to that a lot. I have never understood how you actually 
define severe pain and moderate pain. One patient has a problem 
that can be solved by an aspirin and the other patient has the 
same thing and they need a barbiturate, how do explain that, can 
you use severe and moderate in a sensible way? Because what is 
severe for one patient may be absolutely moderate for another. Do 
we understand that yet? 

Dr. Berckes. These are subjective monitors, OK. There is no 
easy way. 

Dr. Norwood. But that is not how FDA writes it. 

Dr. Berckes. No, and I think there is too much wiggle room 
there and I do not know how to — we use classically and it is being 
incorporated as the fifth vital sign, the visual analog scale of pain. 
Where 10 is the worst pain imaginable and 0 is no pain. But we 
know that people report differently. The same pain is reported dif- 
ferently because of their different thresholds, because of the way 
they are made up. There is no way to use just one pain measure- 
ment OK, to say for sure what this is. So we use historical prece- 
dent. We know that a crush injury of an extremity is certainly dif- 
ferent than the surgical wound caused to fix a hernia, and these 
are all different things. This is, sir, the art of medicine, trying to 
hook it together with science, and there is no way — especially in 
this whole area of pain medicine, there is no meter that I can have 
a patient put their hand on and I can tell where their pain is. If 
there was I think we would have a better way to handle it. 

So, it is the subjective complaint and following patients on a very 
close basis that you are going to do the best job. 

Dr. Norwood. Well you answered it how I wanted you to answer 
it, and I particularly wanted 

Mr. Souder. Would the gentleman yield? 
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Dr. Norwood. Of course. 

Mr. Souder. I am fascinated with this subjective question be- 
cause to me, the greater the addiction potential and the greater 
that we see abuse of that I would think that you would move to- 
ward a tighter application at the medical profession. For example, 
I just had hernia surgery, I was being asked all the way through, 
at least as well as I remember and afterwards as far as my pain 
medication, what level of pain can you tolerate. The answer is you 
want to tolerate no pain. 

Dr. Norwood. Correct. 

Mr. Souder. And so, if you are given choices you will keep tak- 
ing it. The question is that if something is highly addictive and 
been abused, should the standard ratchet up, other than the indi- 
vidual identifying, which is kind of underneath. If this is an art, 
should the art be more constrained the more high risk you are 

Dr. Norwood. Part of the problem, Mr. Chairman, is, at least in 
the 1970’s I think health care givers were overly constrained and 
a lot of people suffered during those years, because physicians and 
dentists alike were very hesitant to write some of these prescrip- 
tions for the very reasons that we are here about. On the other 
hand, there is a moral obligation as a health care giver to try to 
deal with the pain the best you can, and it is subjective. I just want 
to be careful that when we start legislation in Washington we re- 
member that. The FDA in my view tries to make it black and white 
and it really is not that. 

Ms. Tolle. 

Ms. Tolle. Yes, sir. 

Dr. Norwood. Ms. Tolle, do you have a computer in your phar- 
macy? 

Ms. Tolle. Yes, sir. 

Dr. Norwood. Do most pharamcists today in Florida, have com- 
puters? 

Ms. Tolle. Yes, sir. My understanding is there is may be a few 
in south Florida, that are primarily Latino pharmacies, that may 
not be computer based, but I would say probably 95-plus percent 
at least maybe greater. 

Dr. Norwood. How would you operate today without a 
computer 

Ms. Tolle. I have no idea. 

Dr. Norwood [continuing]. Due to the large different variety 
number of payers. 

Ms. Tolle. Right. 

Dr. Norwood. We know that too. We think most of you have it 
and part of our thinking in this legislation we have here is that as 
you swipe a card through your computer and send it to Blue Cross 
and Blue Shield there is not any reason on a Class II or III that 
same information cannot go to Mr. McDonough. 

Ms. Tolle. That is correct. 

Dr. Norwood. There has to be — in our view, there has to be 
some single source in the State of Florida that is monitoring this 
if we are ever going to get a handle on it. And the question be- 
comes, Mr. Chairman, who is entitled to know about that informa- 
tion? That scares us to death. I know it would be helpful to you, 
Doctor, to be able to monitor that particular data base and know 
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and find out if your next patient got a Class II 2 days earlier. It 
would be helpful for you to know. On the other hand, if you did 
not then where is your liability. And who else gets to know in 
terms of HIPAA? 

That is the problem that we are running into in trying to build 
this bill. If we can put privacy in it, and if we can limit the liability 
so that if for some reason the data you swipe through did not go 
through unintentionally then the next thing you know you are in 
court. I think we can solve this problem except that I do not know 
how to solve the Internet, and I am open to any suggestions. I 
think we can solve this problem if we can solve privacy and liabil- 
ity. 

Ms. Tolle. Can I comment on Internet? 

Dr. Norwood. If you have the answer, baby, I am ready. 

Ms. Tolle. I do not necessarily have the answers but I have 
some friends from Florida Department of Law Enforcement here in 
the audience, and one of which I was speaking with last week 
when we had a drug symposium in Tallahassee, and again today. 
And he suggests to do reverse tracking on these sites. Where you 
can track the source where this medication is coming from. So you 
would need somebody who was well versed in tracking, much like 
a child pornography type of investigator, where you understand the 
computer science and you could follow those headers, and work 
backward. And maybe that would help solve some of the problem 
with these sites, I know that many of — I know it is multi-level, I 
understand that it is a really big process. 

But that is one point that I have not heard brought up today, 
and I felt like it was definitely worthy of being mentioned. 

Dr. Norwood. The problem is my 13 year old daughter goes on 
the Internet and types in a particular drug and sure enough, if she 
will just lie about her age, it is going to be filled and the way they 
do that is they have a rogue physician there that works at the site 
who signs every prescription. 

We are trying to figure out how we can make them make sure 
that you sign the prescription without intruding too much, and 
causing you too much liability. 

Ms. Tolle. We do have proposed language in Florida this year 
for Internet prescribing — for the Internet in particular and that 
language requires a prescript — an actual physical assessment of 
the patient. A pharmacy is not allowed to fill a prescription based 
on an Internet questionnaire if they are aware that it is an Inter- 
net only questionnaire only. 

Dr. Norwood. I know that you do have that, but that is going 
to bring down the rath of God on us. You know, what we are trying 
to do is work with all parties here, and there is going to be a lot 
of parties that are not real happy that they have to answer to you 
about a physical before they prescribe. That may end up being the 
way it is dealt with, but it is certainly something that is going to 
cause a lot of grief trying to get 218 votes, I can tell you that. 

Mr. Chairman, I thank you, and I yield back. 

Mr. Souder. That is valid point, it is amazing what you can — 
if you would wait just a second, I have a question for you as well. 
I wanted to note that this is not that dissimilar in some ways from 
how we work with other narcotics. In other words, one way you 
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look at where the production is, who is making the stuff that goes 
into the stuff, whether it is a controlled area or uncontrolled area. 
That can be problematic if it is not uncontrolled, but watching for 
leakage and slippage from the controlled area where it is being 
made, I understand Tanzania and other places like that, you look 
and see where the quantity, if it is not going to you, is there slip- 
page there and are there other places that are being supplied. 

And second would be the manufacturing of it, who is getting it 
and track those locations, and then, if indeed it winds up that be- 
cause of restrictions here it goes outside like to India or other 
places, then the obvious delivery system becomes critical, because 
we are not going to be able to get it on the Internet, for the most 
part. We are going to have to get it in the delivery system, or the 
manufacturing or the growing. 

The question I have for you is under current HIPAA and where 
does this go since we heard that many of these people are probably 
drug users, is that a criteria and is there a mandatory check to see 
if somebody has been picked up for a drug conviction before? And 
make that group if there are more prone to being addictive or seek- 
ing it for the wrong reason, why would that not be an automatic 
background check required in the prescription? 

Dr. Norwood. Well, Mr. Chairman, I do not recall and I do not 
believe that is in HIPAA, but however 

Mr. Souder. Would it be prohibited? 

Dr. Norwood. It is prohibited, among the other law already. 
Part of this is we have a lot of laws on the books, we do not enforce 
some of them. And the DEA — I am not as rough on them as John 
is, they will never have enough people to enforce this. There is no 
way on Earth that they could have enough people in the State of 
Florida to actually do what we need to do. 

Mr. Souder. Dr. Berckes, when you as an anesthesiologist, do a 
background check, the person is asked whether or not they are 
using substances, the question is is there a background check to 
see if they have ever been arrested? 

Dr. Berckes. No. In my practice and that is not the general 
practice, however, in cooperation with our Sheriffs Department 
and the detectives, we have had a real close working relationship. 
What I have is that every patient that walks into the office every 
time, not just the first time, they sign an affidavit in addition to 
me gathering the information that may have changed since the last 
time they were in the office, whether that was the day before or 
a month before. They sign an affidavit that they have not received 
any other controlled substances from any other physicians or if 
they have, who that doctor is and what it is. That has worked real- 
ly well because then when they sign that and we do all the legal 
stuff correct, then that is data that I guess the district attorney has 
been able to use for the prosecutor. 

Dr. Norwood. Yeah they can, but you know — remember, this 
person who is in there to beat you out of this Percocet is going to 
burn your building down if you do not give it to him one way or 
the other. They are going to sign anything you say. 

Dr. Berckes. They do. What I am saying is that has helped on 
the law enforcement end. But, there is no way that I can physically 
do a background check with any tool that is available now to know 
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the veracity of the information that patient is given me. I mean 
there is a lot of things as far as the sniff test we can tell 

Mr. Souder. There are two types of things, that is why I thought 
we were maybe getting into HIPAA questions, because this is an- 
other type of way to address this, because some of these people 
may not be trying to beat the system, they may just have in the 
past used narcotics that shows in the risk assessment, that in fact 
they have a tendency to become more addicted, and not be able to 
get off. And they may not realize that even though — and they may 
not want to release that to you. 

The question is and this is one of our pop up questions. Because 
we are having to get this for border control now, we are looking at 
when you get on an airplane, are there certain things that are basi- 
cally in the system. It is a huge civil rights debate, but the ques- 
tion here is that you are also, protecting — we are not just looking 
for legal protection for the doctors, which we need to look for too. 
Because what people do not understand when you get sued it is not 
you who necessarily pays, it is everybody who comes to your prac- 
tice who has to pay higher rates because of the malpractice insur- 
ance. 

So, we have to do a lot of these things to protect you which is 
paperwork, and maybe — although most prosecutors probably do not 
waste their time on somebody who falsified a document, at least it 
is another level. The question is, that just seems like basic informa- 
tion, if risk assessment is that critical for the addiction and the 
danger, that you would have a pop up that would say that we can 
check and see who is an abuser. Now that is not necessarily an 
abuser of OxyContin. I was thinking more of the statistics that 2.8 
times likely heroin, 1.7 cocaine, three times before have used, if we 
are picking it up in the autopsies, and if we are picking it up in 
the research, it seems like it ought to be something that ought to 
be much more restrictive at the beginning. 

Because OxyContin, the difference — what I would put here is, yes 
all these other drugs may be at risk and it may shift. But this is 
not a maybe, what we heard from the DEA is they have never had 
anything that caused this much death. 

Even though it also may be relieving more people of pain, if we 
can figure out how to manage those two questions and if there is 
a level of use; once it reaches an epidemic proportion and there is 
X number of deaths in society, all of a sudden civil liberties waiver 
on if you have been a narcotic. I was just wondering what we are 
running into, because I am not a doctor, and I 

Dr. Norwood. Well, I do not think HIPAA envisioned that there 
would be a source of information on people’s medical records that 
stores up the usage of narcotics. Having said that, I have no doubt 
in my mind that if we did do that, that somebody is going to read 
into HIPAA why it is against that. 

Dr. Berckes. I just wanted to say I do this everyday, and I have 
been fooled. There is no way that anybody that does this can say 
you cannot be fooled that you cannot be scammed. But I want to 
dispel what I believe is the myth that writing one prescription of 
OxyContin or any other controlled substance, even if somebody who 
is genetically predisposed to drug abuse or addiction, that you are 
going to turn them into an addict. That is where the close monitor- 
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ing of the drug and using the smallest hammer that you need and 
then ratcheting up as required. That is the only way that you are 
going to do it. 

So, you can be fooled, but it is those tools and there is no sub- 
stitute for that face-to-face looking at the patients seeing what they 
are doing and having them account for every pill. Can they scam 
you? Sure, but it cuts down on it drastically if they know they are 
being accounted for. And I can tell — it is hard to measure, but I 
can tell the people that come in that is all that they want. OK, and 
then they usually leave, yeah and the people working in my office, 
they are scared with some of these folks. And I am looking for their 
protection, but that does not keep us from the mission of what we 
are trying to do. And luckily, at least in my situation there is a 
close tie in with law enforcement. 

What I have seen too much of I believe in the press is that you 
can have good intentions, write one prescription and you have 
turned somebody into a street drug addict. Sir, that does not occur. 
It is a continual misuse of medications. OK, the unbridled prescrip- 
tion without keeping track of what is going on, that is what leads 
to the problem. 

Mr. Souder. Because many pain killers are prescribed for mul- 
tiple use over a period of time, if you have a predisposition, you are 
more at risk than if you do not have a predisposition. 

Dr. Berckes. Yes. 

Mr. Souder. What I was kind of addressing is that it seems to 
me that you would get stopped for driving 62 miles an hour in a 
55 zone. They can figure out what happens to you, why can we not 
when we are prescribing a potentially high risk addictive drug that 
can cost you your life, why can we not get this information that 
State cop has on the highway, about your past drug and alcohol ad- 
diction. It just seems like a disconnect. 

Dr. Berckes. Right. And there is never too much information, 
and asking those questions is something that the prudent 
practioner does. I mean we are required to, to practice good medi- 
cine. 

Mr. Souder. You are asking the questions, but you do not have 
a way to verify it. 

Dr. Berckes. But there is no way to check on the veracity of the 
answer, I mean, the whole doctor-patient relationship is predicated 
on trust and valid information. And how we can — there is no 100 
percent way, there are subtle things you look at with a patient — 
the way they come in, what they are saying, who they are with, 
how they got to your office, these are all the subtle things that you 
have to look at, but we still are going to be fooled. 

But I am just concerned we already have a DEA, every doctor 
that prescribes narcotics in this country has a DEA number. So, it 
seems like we already have that data base, at least on the pre- 
scriber end. 

So, I am interested in how are we going to — there is one way, 
there are two ways of monitoring it. It seems like we have the data 
base with the DEA, with the DEA number, Dr. Norwood. The DEA 
number you have on all the doctors in this country, we are all re- 
quired to have DEA number. 
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So, that data base is there. But what is the information that we 
should be requiring and linking up in a national system for the pa- 
tient. And that is where the HIPAA thing comes in. Because I tell 
you what, when I go online, OK, with my Bank of America account, 
here in Florida they know exactly what is going on in California, 
immediately. OK, and because it is that cross, I think the tech- 
nology is there but I am concerned about folks that come into Flor- 
ida. I mean it does not take long to get from the State of Washing- 
ton to Florida. OK, and you think you are doing the right thing 
with the drugs and I would like to know, because if they are trying 
to scam me, they are not going to tell me well, what at 4 p.m., the 
pain doctor in Seattle gave them. OK, and then they are showing 
up in my office. I would love to have that information. 

It just seems to be the privacy thing, but what are we going to 
use driver license number, Social Security numbers, you know we 
already have the prescribers with DEA. And what is the other 
thing, because whatever that other number is then we have fraud 
that is potential on that end. And that is where my biggest ques- 
tion is, and I think if we could address that, it is not a very sophis- 
ticated computer system that would need to figure it out. But it is 
who is going to look at it. I am asking the questions, I do not know, 
but it seems like we have it right here. And with respect to when 
we have a crisis, what do you do with a practitioner. 

Well, I am chief of staff in a hospital, and when I have evidence 
that a physician is really out of line I am obligated and I have the 
legal ability to summarily suspend practice of that physician in 
that institution, until I get together all of the entities I need to see 
what is really going on. And we have a hearing process, and all the 
rest of it. And it seems to me that the Board of Medicine has a 
similar thing, but there seems to be a disconnect between the what 
is happening out in the street and the Board of Medicine. And then 
issuing, and how they can issue that appeal, that is not a Federal 
thing, but it seems like there could be Federal guidelines. 

Mr. Souder. I thank you. 

Dr. Henningfield. May I just add one part of the balloon that 
has not been directly touched on? And that is that one of the high- 
est risk groups is young adults. And if we take a really long range 
view of this problem, we have to be looking at community efforts, 
we have to be looking at educational efforts. We know from our 
surveys that kids who have an increased perception of harm, that 
is a technical term, are less likely to abuse drugs. No kid should 
go to a party and have something offered and then be reassured 
that this is not a street drug, it is a prescription drug. Or what if 
they are reassured that it is not OxyContin, do not worry, it is 
something else? Kids should be getting a clear message from every 
source that using any prescription drug without a prescription is 
potentially lethal, and that prescription pain killers can be as le- 
thal and as addictive as any other drugs. 

I have looked at the textbooks, this message it is not there, our 
system has not caught up. I do not think it takes a law to stimu- 
late this. But working with Federal agencies like NIDA, and sub- 
stance abuse prevention office of SAMHSA, you can encourage 
them to work more aggressively to get out the messages. And pack- 
age them if you will, because the message here is a little tricker 
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than it is for cocaine. The message for cocaine is easy, “do not use 
any, any time from any source.” With a prescription drug it is a 
more complicated message. And there is work there that our Fed- 
eral agencies that have good people could do with encouragement 
and probably some funding from you. 

Mr. Souder. I thank you for your testimony, we will probably 
have some additional written questions, if you want to submit any 
additional testimony. This stuff is very difficult, I know when this 
committee was actually divided into human service separate from 
the drug policy. Chris Shays was head of Subcommittee on Human 
Services and I was his vice chair, and we went through a number 
of things on the second use of drugs, which is the un-talked about 
huge thing in America, which is where the real kind of profit of the 
pharmaceutical companies often come from word of mouth, and 
hey, this works for this over here. And boosts the sales, and it is 
something that in our society it is very difficult to tackle the mes- 
sages of what is safe and when. 

Furthermore, our research on the interactive properties of these 
different types of both over-the-counter, yet alone prescription 
drugs. And trying to do this is very difficult, but when we have an 
epidemic level like we have had on one, it is an opportunity both 
to educate and help the public understand how best to manage it. 

Well, thank you for you time, thank you for coming today. 

Third panel come forward. Now if each of the witnesses will 
stand and raise their right hands. 

[Witnesses sworn.] 

Mr. Souder. Let the record show that each of the witnesses re- 
sponded in the affirmative. 

We thank you for your patience and as we do with all of the pan- 
els by tradition of the committee, the administration witnesses rise 
on the first panel, and then as the panel evolves we get more and 
more into the individuals and the individual practitioners and it 
has been a very helpful structure how we generally do this. I thank 
you for coming, Mr. Pauzar you are first. 

STATEMENTS OF FREDERICK W. PAUZAR, FATHER; DOUGLAS 

DAVIES, M.D., MEDICAL DIRECTOR, STEWART-MARCHMAN 

CENTER; PAUL L. DOERING, M.S., DISTINGUISHED SERVICE 

PROFESSOR OF PHARMACY, UNIVERSITY OF FLORIDA; 

KAREN O. KAPLAN, M.P.H., SC.D., PRESIDENT AND CEO, LAST 

ACTS PARTNERSHIP; AND CHAD D. KOLLAS, M.D., MEDICAL 

DIRECTOR, PALLIATIVE MEDICINE, M.S. ANDERSON CANCER 

CENTER ORLANDO 

Mr. Pauzar. Thank you, Chairman Souder, Representative Mica, 
Congressman Norwood, for the opportunity to testify here today. 

My name is Fred Pauzar and I am the father of Chris Pauzar, 
a brilliant 22 year old who died from OxyContin 76 days ago, just 
2 days before Thanksgiving. The tragedy of losing a child is not 
something one should ever be forced to imagine, I will simply sub- 
mit to you that the pain from this loss is so great, it overshadows 
nearly everything else in my life. 

But each life that can be saved through the enactment of proper 
legislation and regulatory standards and procedures will be a life 
whose potential for greatness, whose contributions to mankind, 
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may still be achieved. Each premature and needless death, such as 
that of my own son, is a heart-shattering occurrence that also de- 
prives society of all the brilliance, all of the achievements, all of the 
greatness that will now never come to pass. 

OxyContin was originally prescribed to my son for a minor injury 
to his shoulder. His frequency of dosage increased over time until 
he was taking 200 milligrams or more per day. All along, he was 
reassured that the long-term use of this drug was not harming 
him, both by his physician and by Purdue Pharma literature that 
suggested the appropriateness of prescribing OxyContin for pain 
that would be “expected to persist for an extended period of time.” 

When my son ultimately realized that he was addicted to this 
drug, experiencing flu-like symptoms and physical and emotional 
distress when he stopped using it, he needed and he sought regular 
therapy and medical support to detoxify, and to learn to live with- 
out Oxy in his life. Unfortunately, after breaking the pattern of 
daily use he wrongly decided to take it one more time, actually say- 
ing one more time would not kill me, the very evening that he died. 

Since my son’s death, I have been stunned by facts related to the 
marketing, prescribing, use and abuse of the drug that killed him. 
And I have been astounded that a clear and insidious correlation 
exists between the market penetration this drug has achieved and 
the toll of death it has left behind. 

OxyContin came into existence in 1995, when according to U.S. 
District Judge Sidney Stein, Purdue Pharma deceived the U.S. 
Government by engaging in “inequitable conduct before the Patent 
and Trademark Office” in order to patent OxyContin. Its sales lit- 
erally skyrocketed since, thanks in part to very aggressive market- 
ing and the promulgation of performance claims that have not held 
up to scrutiny. 

In 1995 and 1996 Oxy was sold as a chronic pain medication for 
use with cancer patients — very appropriate. Then in 1997, Purdue 
Pharma began to push this drug into a new market, such as back 
pain and injury. At the same time the company was reaching down 
into the broader market of moderate pain treatment, it added a 
more potent dosage, beginning the manufacture of 80 milligram 
tablets to complement the smaller 10, 20, and 40 milligram pills 
they were already producing, and so, by 1998, fully two-thirds of 
all Oxy prescriptions issued were for non-cancer pain. 

Cleverly, Purdue Pharma paid for hundreds of physicians to trav- 
el on junkets where they were educated about the benefits of 
OxyContin, a Schedule II drug without a ceiling on allowable dos- 
age. Meaning it is very difficult to decide when you are over-pre- 
scribing. Those physicians were, in the manner of a pyramid, told 
they would be paid speaker’s fees for talking to other doctors about 
the benefits of OxyContin. 

By 1999, Purdue Pharma’s objectives included a reach toward 
one-half billion dollars in sales of their star drug, with their mark- 
ing efforts targeting more consumer groups including seniors with 
direct to consumer advertising. It has been said that there was no 
DTC advertising and that is incorrect, because you could have 
walked into a number of different doctors’ offices and seen placards 
in full color showing a grandfather with a grandson fishing in a 
stream, talking about how long term relief is at hand. 



189 


Again, while the marketing efforts sought to aggressively broad- 
en market penetration, the manufacturing side of the company de- 
livered an even more potent tablet once again, a 160 milligram pill. 

By 2001, Purdue Pharma had comfortably rocketed past the $1 
billion mark in sales from this single drug, with the company not- 
ing in passing that the challenges presented by mounting evidence 
of OxyContin abuse in Florida, Maine, Ohio and other States, “will 
continue to be a threat to the continued success of OxyContin tab- 
lets.” 

In 2002, OxyContin sales hit the $1.2 billion level, representing 
more than 80 percent of Purdue Pharma’s total revenue, due in 
part to the advantage handed Purdue Pharma by our own FDA. As 
Purdue Pharma’s marketing group noted in the face of mounting 
evidence that deaths in Florida and other States from OXyContin 
were exceeding deaths from heroin, despite what we were told ear- 
lier by the DEA representative. I am quoting now, “It is unlikely 
that an opioid approved by the FDA in the future will have as 
broad of an indication as OxyCOntin now enjoys.” The company 
knew that only too well. 

And in this regard Purdue Pharma is certainly correct. With the 
unwitting actions of many fine physicians who relied on the mar- 
keting promises made by an aggressive Purdue Pharma sales force, 
with the calculated and illicit actions of a small percentage of doc- 
tors who abused the system, and with a system that statewide and 
federally has been slow to communicate and to recognize the dan- 
ger of this drug and to respond in an appropriate fashion, the daily 
death toll continues to mount. 

In Florida alone, we can argue whether it is one person a day 
or 10 a day that die from this drug, but we know that the loss is 
truly incalculable but nonetheless devastating and real. 

May you have the wisdom and the courage to deal effectively 
with this threat to our children and our society overall by taking 
effective steps now to monitor and curb the improper marketing 
and use of Oxy. And may you never know the pain that I along 
with thousands of parents before me and hundreds if not thou- 
sands more since, now feel. 

Thank you, and I will be happy for your questions. 

Mr. Souder. Well, thank you for sharing with us the pain that 
you feel in your family, and your trying to address the problems. 

Dr. Douglas Davies is medical director of the Stewart-Marchman 
Center, thank you for being with us. 

[The prepared statement of Mr. Pauzar follows:] 
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Written Testimony of Frederick W. Pauzar 
Before the Government Reform Committee’s 
Subcommittee on Criminal Justice, Drug Policy, and Human Resources 
Winter Park, Florida, February 9, 2004 

Chairman Souder, Representative Mica and other distinguished members of the Criminal Justice, 
Drug Policy and Human Resources Subcommittee, thank you for the opportunity to testify before 
you today. 

My name is Fred Pauzar and I am the father of Chris Pauzar, a brilliant 22-year old man who 
died from a toxic dose of OxyContin 76 days ago, on November the 25th, 2003. Although the 
tragedy of losing a child is not something one should ever be forced to imagine, I will simply 
submit to you that the pain from this loss is so great it overshadows nearly everything else. Each 
life that can be saved through the enactment of proper legislation and regulatory standards and 
procedures will be a life whose potential for greatness, whose contributions to mankind, may still 
be achieved. Each premature and needless death - such as that of my own son - is a heart 
shattering occurrence that also deprives society of all the brilliance, all of the achievements, all 
of the greatness that will now never come to pass. 

OxyContin was originally prescribed to my son for a minor shoulder injury, an injury for which 
he might have taken acetaminophen or ibuprofen. When he found it difficult to stop taking 
OxyContin, he was assured by his physician that its continued use was safe and he carried on. 

His frequency of dosage increased and, eventually, he was taking 200 milligrams or more per 
day. All along he was reassured that the long-term use of this drug wasn’t harming him, both by 
his physician and by Purdue Pharma literature that suggested the appropriateness of prescribing 
OxyContin for pain that would be “. . .expected to persist for an extended period of time.” He 
concluded logically that, the drug is suitable for use on an extended basis and that taking it on an 
extended basis would not be harmful. 

When my son ultimately realized that he was uncontrollably addicted to this drug, experiencing 
flu-like symptoms and great physical and emotional distress when he stopped using it, he needed 
and sought regular group and private therapy and other medical support to detoxify and to leant 
to live without OxyContin in his life. Unfortunately, after breaking the pattern of daily use, he 
wrongly decided to take it into his body one more time, saying that “one more time won’t kill 
me” on the evening that he died. 

Since my son’s death, since learning of the greatest pain any parent might experience, I have 
been stunned by the facts related to the marketing, prescribing, use and abuse of the drug that 
killed him. And I have been astounded that a clear and insidious correlation exists between the 
market penetration this drug has achieved and the toll of death it has left behind. 

OxyContin came into existence in 1995, when Purdue Pharma deceived the U.S. Government by 
engaging in “...inequitable conduct before the Patent and Trademark Office...” (January 5, 

2003, U.S. Dis. Judge Sidney H. Stein) in order to patent OxyContin. Its sales have literally 
skyrocketed, thanks in part to uniquely aggressive advertising and the promulgation of 
performance claims that have not held up to scrutiny. 
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In 1995 and 1996 it was sold as a chronic pain medication for use with cancer patients. Then in 
1997 Purdue Pharma began to push this drug into new markets such as back pain and injury. At 
the same time the company reached down into moderate pain treatment, it adding a more potent 
dosage, begimiing the manufacture of 80-milligram tablets to complement the smaller 10, 20 and 
40-milligram pills already on the market. By 1998, fully two-thirds of all Oxy prescriptions 
issued are for non-cancer pain. 

Cleverly, Purdue Pharma paid for hundreds of physicians to ravel on junkets where they were 
educated about the benefits of OxyContin, a Schedule II drug without a “ceiling” on dosage. 
Those physicians were, in the manner of a pyramid building fashion, told they would be paid 
speakers’ fees for talking to other doctors about the benefits of OxyContin 

By 1999, Purdue Pharma’s objectives included a reach toward one-half billion dollars in sales of 
their star drug, with their marketing efforts targeting more groups including seniors with direct to 
consumer (DTC) advertising. Again, while the marketing effort seeks to aggressively broaden 
market penetration, the manufacturing side of the company delivers an even more potent tablet, a 
160-milligram pill. 

By 2001, Purdue Pharma had comfortably rocketed past the one billion dollar mark in sales from 
this single drug, with the Company noting in passing that the challenges presented by mounting 
evidence of OxyContin abuse in Florida, Maine, Ohio and other states “. . . will continue to be a 
threat to the continued success of OxyContin tablets." 

In 2002, OxyContin sales hit the $1.2 billion level, representing more than 80% of Purdue 
Pharma’s total revenue and the vast majority of its profitability, due in part to the advantage 
handed Purdue Pharma by the FDA. As Purdue Pharma’s marketing group noted in the face of 
mounting evidence that deaths in Florida and other states from Oxy exceed deaths from heroin, 
“It is unlikely that an opioid approved by the FDA in the future will have as broad of an 
indication [or indicated usage] as OxyContin now enjoys.” 

And in this regard Purdue Pharma is surely correct. With the unwitting actions of many fine 
physicians who relied on the marketing promises made by an aggressive Purdue Pharma sales 
force, with the calculated and illicit actions of a small percentage of doctors who abuse the 
system, and with a system that statewide and federally has been slow to recognize the danger of 
this drug and respond in appropriate fashion, the daily death toll continues to mount. 

In Florida alone, more than one person dies on average each day from the intake of Oxy. The 
loss is truly incalculable but nonetheless devastating and real. 

May you have the wisdom and the courage to deal effectively with this threat to our children and 
our society overall by taking effective steps to monitor and curb the improper marketing and use 
of this devastating drug. And may you never know the pain that I, along with thousands of 
parents before me and hundreds more since, now feel. 


Thank you. 
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Dr. Davies. Good morning. Thank you for opportunity to address 
the panel. 

The perspective I bring is one of a physician and I do have some 
pain management that I do as part of my practice. I worked as an 
anesthesiologist for many years. Currently, I am an 
addictionologist in the University of Florida Department of Psychi- 
atry, Division of Addiction Medicine. I also bring to you the per- 
spective of being a person in recovery from the disease of opiate ad- 
diction. 

As we have heard already, substantial quantities of prescription 
drugs are being illegally diverted in Florida, which results in a tre- 
mendous amount of death, it fuels the disease of addiction. State- 
wide the numbers I have seen included a 120 percent increase in 
treatment center admissions over the past 2 years for prescription 
opiates at our center. There is a summary of data available from 
Dr. Ernest Cantley the head of Stewart-Marchman showing more 
like a 400 percent increase in our admissions for treatments for 
opiates. 

Diversion consumes State resources through associated medical 
expenses trying to take care of these people, through Medicaid 
fraud that we heard abundantly, and through treatment expenses 
if people are fortunate enough to make it to treatment. Prescription 
diversion certainly involves many scenarios — prescription fraud, il- 
legal resale of prescriptions, doctor shopping, pharmacy shopping, 
and loose prescribing by practitioners characterized by the five Ds. 
Those are doctors that are duped, well-meaning physicians that 
who are simply getting slickered by patients looking for the drugs. 

There are, on the other hand, dishonest practitioners. I know in 
my own community, my patients everyday tell me that so and so 
is a prescription mill, and so and so is a pill doctor. Physicians who 
are dated, who simply do not have adequate knowledge of how to — 
what are appropriate uses for these drugs. Physicians who for var- 
ious reasons are dysfunctional, and simply cannot say no to pa- 
tients, and physicians who are disabled by their own substance 
abuse issues. 

Prescription drugs have overshadowed street drugs in several 
categories. In 2002, benzodiazepines accounted for more overdose 
deaths than cocaine. And in 2002, oxycodone, hydrocodone and 
methadone and benzodiazepines individually were involved in more 
overdose deaths than heroin. The problem is getting worse and 
there are abundant laws to deal with the perpetrators of prescrip- 
tion diversion. However, I believe it remains needlessly complicated 
to identify who these people are in the State of Florida. 

When I have a patient sitting in front of me and I am being 
asked to perform an assessment to see whether or not they have 
a problem with prescription drugs, I have to spend hours on the 
telephone trying to call numerous pharmacies, assuming the pa- 
tient is using his real name at the pharmacy and that he is even 
going to local pharmacies. Even when a patient reveals names of 
practitioners to me that are known to be pill doctors, it remains a 
daunting task as we heard earlier this morning to gather data on 
these people, and to investigate them. 

Many other States do currently, and we have heard several num- 
bers this morning 15 to 18 States at least currently have prescrip- 
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tion monitoring systems. And in 2002, a GAO report described 
their effectiveness in reducing the diversion, by reducing inappro- 
priate prescribing by practitioners and by serving a deterrent for 
doctor shopping, and by reducing the resources that have to be ex- 
pended on investigation. 

The current prescription validation program up for consideration 
in this State, would establish an electronic data base containing 
prescriptions of patients over the age of 16. For it to make any 
sense it certainly need to cover all controlled drugs not just drugs 
in the higher schedules, but all controlled substances. It would 
make this information available to physicians, to pharmacists, to 
medical quality assurance personnel, and to law enforcement. And 
then some very simple requirements for reducing prescription 
fraud. It would require simply the quantities be written out, it is 
much harder to alter a prescription where all of the number quan- 
tities are written out, rather than stated in their numeral form. Re- 
quire picture ID to pick up prescriptions. There is a typo here say- 
ing I recommend you use of counterfeit prescription forms, actually 
I recommend the use of counterfeit-proof prescription forms, and 
that this whole system would be administered by the Department 
of Health. 

There is already a great deal of funding in place for this pro- 
gram. Purdue Pharma is said to be providing the State with $2 
million for the development of software to get this set up and the 
Department of Justice has also established a line of funding for 
this program. Certainly with the national scope of what we are 
talking about today this does need to be a national program. I 
know in the State of Florida this has been up for consideration for 
several years and shot down for several years. I certainly hope this 
is the year that is going to pass. 

Thank you very much. 

Mr. Souder. Thank you. For the record, for my information, but 
also, for those who reads the record is Stewart-Marchman Center 
a specialist center or general hospital treatment. 

Dr. Davies. We provide all the addiction services for Volusia and 
Flagler County. 

[The prepared statement of Dr. Davies follows:] 
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Substantial quantities of prescription drugs are being illegally diverted in Florida. This 
results in death (36% of 9,1 16 “drug deaths” in 2002, or 2,324 people), it fuels the 
disease of addiction (a 120% increase in treatment center admissions over the past two 
years for prescription opiates) and consumes state resources through associated medical 
expenses, Medicaid fraud, and treatment expenses. Prescription diversion involves many 
scenarios - prescription fraud, illegal resale of prescriptions, theft, “doctor shopping”, 
“pharmacy shopping”, and loose prescribing by practitioners characterized by the “D’s” 

• Duped - by patients seeking drugs 

• Dishonest - “prescription mills” or “pill doctors” 

• Dated - in their knowledge of appropriate uses of controlled substances 

• Dysfunctional - can’t say no to patients 

• Disabled - by their own substance “abuse” 

Prescription drugs have overshadowed “street drugs” in several categories: 

• In 2002, benzodiazapines accounted for more overdose deaths than cocaine (1625 
v. 1307) 

• In 2002, oxycodone, hydrocodone, methadone, and benzodiazapines individually 
were involved in more overdose deaths than heroin 

The problem is getting worse and there are abundant laws to deal with perpetrators of 
prescription diversion. However, it remains needlessly complicated to identify who these 
people are in the State of Florida. 

If I am trying to care for a patient that I suspect has a problem with prescription drugs, I 
have to spend hours on the telephone calling each of numerous pharmacies, assuming the 
patient is using their own name and that they are using local pharmacies. Even when 
patients reveal names of practitioners that are easy sources of prescriptions, it remains a 
daunting task to investigate these prescribes. 

Fifteen other states currently have prescription monitoring systems. In 2002 a GAO 
report described their effectiveness in reducing diversion, by reducing inappropriate 
prescribing, by serving as a deterrent for doctor shopping and by reducing resources 
expending on investigations. 

“The Florida Prescription Validation Program” would: 

• Establish an electronic database containing recent prescriptions of patients over 
the age of 16 

• Make this information available to physicians, pharmacists, medical QA 
personnel, and law enforcement 
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• Set requirements for reducing prescription fraud 

o Require quantities to be written out 
o Require picture ID to pick up prescriptions 
o Recommend use of counterfeit prescription forms 

• Be administered by the Department of Health 

Funding: Florida’s agreement with Purdue Pharma provides the state with $2million for 
development of software to implement the program. Florida has received $300,000 from 
the Department of Justice to establish the program. 
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Mr. Souder. Thank you. Next witness is Professor Paul Doering, 
a distinguished service professor of pharmacy practice, College of 
Pharmacy, University of Florida, who informed me that if his son 
had been playing for the Colts, they would have been in the Super 
Bowl rather than the Patriots. Unfortunately he switched teams. 

Mr. Doering. To the Stealers. 

Mr. Doering. Good afternoon, gentlemen, my name is Paul 
Doering and I am distinguished service professor of pharmacy prac- 
tice at the College of Pharmacy, University of Florida, in Gaines- 
ville, FL. And it is my honor to be here this afternoon. 

You know I went to pharmacy school in the 1960’s and 1970’s 
and they say if you were a member in the 1960’s and the 1970’s 
you were not there. I remember them vividly, because that was a 
time in which I came to the stark realization that the very same 
drugs that help people ease pain and make the suffering of surgery 
a little bit easier are the same ones that just as easily can cause 
severe injury and death when used inappropriately. This reality 
really hit home when I volunteered my time to assist in a metha- 
done maintenance program for heroin addicts, a program that was 
being run out of Shands Hospital in Gainesville. 

You know, in a strange sort of way, we as pharmacists are in de- 
nial: we do not like to admit that the very same pharmaceutical 
drugs that might be the answer for one person’s problem is the 
problem for the next person. 

Working with heroin addicts and focusing on the drugs they 
used, is suddenly realized, kind of like a light bulb going on, that 
as a pharmacist I do know something about drug abuse after all. 
Since that time, I have been spending a substantial part of my ca- 
reer trying to help people to understand the downside risks that ac- 
company the use of all drugs, but especially the recreational use of 
prescription drugs. Now, after all morphine is morphine is mor- 
phine, whether it is used to get high or used to relieve the pain 
of surgery. Its dangers are the same as are its bad effects when 
combined with alcohol or other drugs, and the risks associated with 
taking more medicine than prescribed. 

Today, there has been a shift away from the abuse of so-called 
street drugs, more toward the pharmaceutical drugs. And although 
abuse of the OTC drugs is a growing problem, perhaps a point for 
discussion on another day, the problem of prescription drug diver- 
sion is what is wreaking havoc all across our nation. I will not re- 
peat the statistics that you have heard over and over again, but we 
all agree that this is a huge problem. 

It is especially a problem for pharmacists, because we find our- 
selves smack dab in the middle of this issue, and let me tell you 
why. The Code of Ethics of the American Pharmacists Association 
states, among other things the following: A pharmacist promotes 
the good of every patient in a confidential and compassionate, and 
confidential way. Pharmacists place concerns for the well-being at 
the center of professional practice. In doing so, a pharmacist con- 
siders needs stated by the patient as well as those defined by 
health science. A pharmacist is dedicated to protecting the dignity 
of the patient. And with a caring attitude and compassionate spirit 
a pharmacist focuses on serving the patient in a private and con- 
fidential manner. 
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Now, unfortunately, we spend an inordinate amount of time try- 
ing to sort out the patient presenting a narcotic script for some le- 
gitimate purpose from the patient who has obtained the prescrip- 
tion under false pretenses or who alters the prescription or outright 
forges the prescription for the purposes of abuse or resale. Unfortu- 
nately, most of us as pharmacists are not experts at handwriting 
analysis nor have we gone to the police academy to hone our skills 
at conducting an investigation. We are taught to trust the patients 
we serve and to be “caring and compassionate” as our Code of Eth- 
ics requires. Imagine our shock and frustration when a vial of pills 
from our pharmacy is found at the scene of a death investigation 
where a young adult has died from pills up and injected. Ours is 
a careful balancing act: while we want to keep drugs out of the 
hands of those who have no business having them, we must pro- 
vide them with the caring attitude and compassionate spirit pa- 
tients so rightly deserve. 

One of the most valuable tools that we, as pharmacists have to 
combat the problem of drug diversion is open and honest commu- 
nication. This includes communication between the patient, the 
doctor, the law enforcement community, and the regulatory boards 
of other health professionals. But unfortunately, while we do have 
laws in place to guide the pharmacist, sometimes laws can be dif- 
ficult to apply on a daily basis. For example, Federal law tells us 
that the tenets of a lawful prescribing dictate that, to be lawful, a 
prescription for a controlled substance must be: No. 1. Issued for 
a legitimate medical purpose. No 2. By an individual prescriber act- 
ing in the usual course of his professional practice. No. 3. And doc- 
umented in the medical records. 

Now, all this may sound straight forward but, we as phar- 
macists, have difficulty determining if the medication is ordered for 
a legitimate medical purpose. Furthermore, we may not know what 
constitutes the usual course of practice for one physician versus an- 
other type of specialist. And we almost never have access to the pa- 
tient’s medical record. 

Looking at the problem from the patient’s perspective, the thera- 
peutic imperative should likely prevail. This theory compels the 
pharmacist to always dispense opioid analgesics when they are ap- 
propriate for a patient. On the other hand, the regulatory impera- 
tive commands us to never dispense opioid analgesics when they 
are inappropriate. And now matter how hard we try, no pharmacist 
can be faithful to both imperatives. 

I think it would be wonderful if we had some technology that 
would allow us, for example, that somebody would give their finger- 
print on some type of technology or pad that would validate and 
verify through some monitoring system. And I urge the adoption of 
such kind of system but only when the safeguards of confidentiality 
and privacy are indicated. 

And I have longer comments that will appear in the record, and 
I appreciate your attention, today. 

Mr. Souder. Thank you for coming and we will make sure the 
full statement is submitted and also, any additional materials. 

Our next witness is Karen Kaplan, president and chief executive, 
Last Acts Partnership. 

[The prepared statement of Mr. Doering follows:] 
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Good Morning, Ladies and Gentlemen. My name is Paul Doering and I am 
Distinguished Service Professor of Pharmacy Practice at the College of Pharmacy, 
University of Florida, in Gainesville, Florida. I am honored to be here this morning. 

I went to pharmacy school in the late 1960’s and early 1970’s and came to the stark 
realization that the very same drugs we were learning in the classroom (the ones that can 
ease pain and suffering and cure disease) could just as easily cause severe injury and 
death if used inappropriately. This reality really hit home when I volunteered my time to 
assist in a methadone maintenance program for heroin addicts, a program being run out 
of Shands Hospital in Gainesville. In a strange sort of way, we as pharmacists are in 
denial: we don’t like to admit that the very same pharmaceutical drugs that might be the 
answer for one person’s problem is the problem for the next person. 

Working with heroin addicts and focusing on the drugs they used, I suddenly realized, 
like a light bulb suddenly lighting up, that as a pharmacist I do know something about 
drug abuse after all. Since that time I have spent a substantial part of my career helping 
people understand that downside risks that accompany the use of all drugs, but especially 
the recreational use of prescription drugs. After all, morphine is morphine is morphine, 
whether it is used to get high or used to relieve the pain of surgery. Its dangers are the 
same, its bad effects when combined with alcohol or other drugs, and the risks associated 
with taking more medicine than prescribed. 

Today, there has been a shift away from the abuse of so-called “street drugs,” more 
towards the pharmaceutical drugs. Although abuse of over-the-counter (OTC) drugs is a 
growing problem, it is the problem of prescription drug diversion that is wreaking havoc 
all across our nation. Data from the Drug Abuse Warning Network (DAWN) suggest 
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that prescription drugs account for about 25-30% of all drug abuse. As the dispensers of 
most prescription drugs, pharmacists are unwittingly finding themselves smack dab in the 
middle of the problem. Let me tell you why. 

The Code of Ethics of the American Pharmacists Association states, among other things, 
the following: 

A pharmacist promotes the good of every patient in a caring, compassionate, and 
confidential manner. A pharmacist places concern for the well-being of the patient at 
the center of professional practice. In doing so, a pharmacist considers needs stated by the 
patient as well as those defined by health science. A pharmacist is dedicated to protecting 
the dignity of the patient. With a caring attitude and a compassionate spirit, a pharmacist 
focuses on serving the patient in a private and confidential manner. 

Unfortunately, we spend an inordinate amount of our time trying to sort out the patient 
presenting a narcotic prescription for some legitimate purpose from the patient who has 
obtained the prescription under false pretenses or who alters or outright forges the 
prescription for the purpose of abuse or resale. Unfortunately, most of us as pharmacists 
are not experts at handwriting analysis nor have we gone to the police academy to hone 
our skills at conducting an investigation. We are taught to trust the patients we serve and 
to be “caring and compassionate” as our Code of Ethics requires. Image our shock and 
frustration when a vial of pills from our pharmacy is found at the scene of a death 
investigation where a young adult has died from injecting pills crushed up and injected. 
Ours is a careful balancing act: while we want to keep drugs out of the hands of those 
who have no business having them, we must provide them with the caring attitude and 
compassionate spirit that patients so rightly deserve. 

One of the most valuable tools that we, as pharmacists, have to combat the problem of 
drug diversion is open and honest communication. This includes communication 
between the pharmacist and the patient, the pharmacist and the doctor, the pharmacist and 
the law enforcement community, and the pharmacist and the regulatory boards of the 
other health professions. While there are laws in place to guide the pharmacist, 
sometimes law can be difficult to apply on a daily basis. For example, under federal law 
[21 CFR 1306.04 (a)], the tenets of lawful prescribing dictate that, to be lawful, a 
prescription for a controlled substance must be: 

1 . issued for a legitimate medical purpose 

2. by an individual practitioner acting in the usual course of his professional practice 

3. documented in the medical records 

Although this may sound straightforward, as pharmacists we sometimes have difficulty 
determining if the medication is ordered for a “legitimate medical purpose.” 

Furthermore, we may not know what constitutes the “usual course of professional 
practice” of a particular physician and we almost never have access to the medical record. 
One of the daunting aspects of this federal law is the chilling reminder that 
“...corresponding responsibility rests with the pharmacist who fills the prescription.” 
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This strikes the fear in some pharmacists that they may be arrested or disciplined if they 
fill a prescription that turns out to be issued not in accordance with the definition of a 
lawful prescription. So, what ends up happening? Sometimes patients who really need 
the medicine suffer needlessly or are inconvenienced because the pharmacist has doubt 
about the authenticity of the prescription. 

On the other end of the spectrum, sometimes drugs wind up in the hand of those who 
have no legitimate medical need for the drugs and are simply obtaining the drugs for 
illegal purposes. The tools we currently have available to separate out one from the other 
are minimal. Good judgment, open communications, and a health dose of common sense 
are not enough to prevent errors being made in both directions. 

Looking at the problem from the patient’s perspective, The Therapeutic Imperative would 
likely prevail. This theory compels the pharmacist to “Always dispense opioid analgesics 
when they are appropriate for a patient.” On the other hand. The Regulatory Imperative 
commands us to “Never dispense opioid analgesics when they are inappropriate for a 
patient.” No matter how hard we try, no pharmacist can be faithful to both imperatives. 
What we need are better tools to help us determine who is an abuser and who is a patient 
in legitimate need of the drug. 

Some have proposed stronger regulation of certain drugs or drug categories. While this 
may seem to be a giant step in the right direction, my 30-plus years of experience in 
teaching drug prevention tells me that this is simply a stop-gap measure. If these hearing 
were being held 25 years ago, we wouldn’t be debating whether Oxycontin or Percocet 
should be removed from the marked or more tightly controlled. Instead, we would be 
talking about “714s” or Quaalude as this popular drug of abuse was called. If this were 
15 years ago, we would be talking about Dilaudid, a potent drug of abuse that is 
experiencing somewhat of a resurgence in popularity. 1 suppose if we go back even 
farther, we would be focusing on the drugs Milltown and Equanil. None of these are, in 
and of themselves, particularly bad drugs. Instead they are reasonable drugs that are 
being used in an unreasonable way. 

I am a member of an organization called the National Association of Drug Diversion 
Investigators (or NADDI for short). The position of this organization is clear-cut: 
Legitimate patients with pain should not suffer because practitioners are fearful of law 
enforcement. Unfortunately, this is sometimes easier said than done. I fear that there are 
patients out there that are suffering needlessly because their doctors are afraid to 
prescribe narcotic pain killers. With increasing evidence that drug diversion is growing 
and not diminishing, this trend will likely continue. So what should be do about it? 

First, I believe that we need to increase the amount of education and training given to 
health professionals on the subject of drug abuse, in general, and drug diversion, in 
specific. We must re-double our efforts with young people as it pertains to drug 
education, beginning with the earliest grades in school. We must figure out a way to 
make technology work to our advantage. I am sure that pharmacists would embrace any 
tools that could be used to identify known drug abusers and keep from filling their 
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prescriptions. However, we must respect the right of confidentiality that is crucial to our 
health care system. It would be wonderful if we could simply ask a patient to touch their 
thumb to an electronic pad and instantly know if they are passing bad ‘scripts all over 
town. I’m afraid it’s not that simple. Whatever tracking systems are developed, we must 
insure that the patient’s right to privacy is protected and that inputting data into the 
system is practical. Whereas one may expect to hear differing opinions among the 
190,000 pharmacists in our country, all would agree that we need help in carrying out our 
job. Most pharmacists that I know are hard working, honest, caring, and sincere people 
who only want the best for the patients we serve. It is my hope that we can all work 
together to better control who has access to our prescription drugs and how that access is 
obtained. 

Thank you very much for your kind attention to these comment. 


Paul L. Doering, M.S. 

Distinguished Service Professor of Pharmacy Practice 

College of Pharmacy 

University of Florida 

Gainesville, Florida 32610 

doering@,shands.ufl.edu 

(352)-265-0408 
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Ms. Kaplan. Thank you, Mr. Chairman and members of the sub- 
committee, I am, as you said, Karen Kaplan, president and chief 
executive officer of Last Acts Partnership. Last Acts Partnership is 
a national not-for-profit organization that is dedicated to improving 
the care and caring near end of life. 

You have heard compelling testimony today, and my message is 
one of balance. I appreciate the opportunity to testify concerning 
prescription medications, the opioid analgesics. You have heard 
they are controlled substances and they are controlled for good rea- 
son, but they are also indispensable medications for the relief of se- 
vere pain, especially pain near the end of life. 

My remarks focus on the critically important need for balance, 
balance in the effort to address use, abuse, and diversion of the 
drugs. We must ensure that prescription pain medications are 
available to patients who need them even as we do all that we can 
to prevent these drugs from becoming a source of harm or abuse. 

Under-treatment of pain is a major public health crisis. Medical 
experts agree that 90 to 95 percent of all serious pain can be safely 
and effectively treated. Yet, there is overwhelming evidence that 
under-treatment of pain is pervasive throughout our health care 
system. Inadequately managed pain was reported by approximately 
50 percent of seriously ill and dying hospitalized patients. In nurs- 
ing homes nearly 300,000 patients are in pain on any given day as 
we are talking here today. More than 40 percent reported being in 
continuous pain for many months. The people who rely on these 
medications are our mothers and our fathers and they will be us. 

We have made some progress in recognizing pain as a serious 
medical problem. For example, the Joint Commission on Accredita- 
tion of Healthcare Organizations added pain as the fifth vital sign, 
and you have heard about that already. 

In 2000, Congress and the President declared this as the decade 
of pain control and research. So we must ask, with all the advances 
in pain medications and treatment, why is under-treatment of pain 
still so prevalent in the United States? 

The answer is complex, but two major obstacles are particularly 
relevant to today’s hearing. The first is a lack of physician edu- 
cation, a lack of physician education in palliative care. American 
medical schools provide little or no required education in palliative 
care according to a 2001 Institute of Medicine study. Only 1 of 125 
medical school are accredited by the AMA offered pain manage- 
ment as a separate course. This appalling situation must change if 
all physicians are to gain competency in pain management — and all 
must. 

The second major obstacle to appropriate pain treatment is good 
physicians’ fear of investigations by medical boards and law en- 
forcement agencies, for prescribing opioids. This chilling effect was 
demonstrated by a recent survey of 1,400 New York State physi- 
cians, 30 to 40 percent of whom report that fear of regulators has 
influenced their prescribing practices. 

Another face of this, a study of New York City pharmacies found 
that many, especially those in non-white neighborhoods, had inad- 
equate supplies of commonly prescribed opioids. The reason cited 
by 20 percent of the understocked pharmacies in minority commu- 
nities, was fear of investigations by the DEA. These practices based 
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in fear can be found in every city, they may reduce some drug di- 
version, and abuse but they also condemn thousands of patients 
with intolerable pain to needless suffering. 

Opioids are absolutely essential to good pain management, physi- 
cians must be knowledgeable about their use and should not hesi- 
tate to prescribe them when appropriate, for fear of reprimand or 
reprisal. 

So, I return Mr. Chairman to the need for a balanced approach, 
one that recognizes the need to reduce abuse and diversions of 
these drugs but one that also recognizes that people in severe pain, 
particularly men, women and children with terminal conditions, 
must have access to medications that can ease their pain and help 
give them and their families peace. 

In furtherance of this goal, Last Acts Partnership and 20 other 
national pain and health organizations joined the DEA in October 
2001 to develop a consensus statement regarding prescription pain 
medications. It reads in part: “Both health care professionals and 
law enforcement and regulatory personnel share a responsibility for 
ensuring prescription pain medications are available to the pa- 
tients who need them and for preventing these drugs from becom- 
ing a source of harm or abuse. We all must ensure that accurate 
information about both the legitimate use and the abuse of pre- 
scription pain medication is made available. The roles of both 
health professional and the law enforcement personnel in main- 
taining this balance is critical.” 

This statement is attached to my testimony, it has been dissemi- 
nated widely, used in many different settings. There are now 42 or- 
ganizations participating in what is known as the Pain Forum. 
Many also belong to the RX Alliance chaired by former Mayur 
Guiliani, also looking for ways to invigorate balanced approaches. 

We continue to seek ways to advance this dialog, and to provide 
a comprehensive answer to this. We have recently developed and 
will be publishing shortly a question and answer guide for non-pain 
specialists, physicians, pharmacists, and law enforcement person- 
nel. 

I applaud your work here today, I appreciate the opportunity to 
testify, and would be happy to answer any questions you have. 

Mr. Souder. Thank you. 

Our clean-up hitter for today, is Dr. Kolias, who is medical direc- 
tor, Palliative Medicine — in Indiana, anything over five words we 
have to wrestle with — Head of the M.D. Anderson Cancer Center 
in Orlando, in Orlando Regional Health Care. 

[The prepared statement of Ms. Kaplan follows:] 
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Mr. Chairman and Members of the Subcommittee, I am Karen Orloff Kaplan, president 
and chief executive officer of Last Acts Partnership, a national not-for-profit organization 
dedicated to improving care and caring near the end of life. 

We represent more than 30,000 individual members, more than 1,000 national, state, and 
local organizations, and nearly 400 grass roots coalitions committed to our shared goals 
of educating the public, informing medical and health care professionals, and promoting 
policy reforms to improve the way we care for people nearing the end of life. 

We appreciate the opportunity to come before the Subcommittee today to discuss 
strategies for preventing prescription drug abuse, particularly as they relate to the 
prescription pain medications known as opioid analgesics. While opioids are controlled 
drugs - and rightfully so for the many reasons that have already been outlined here today 
- they are also indispensable medications and are absolutely necessary for the relief of 
many types of pain, but especially pain near the end of life. 

My testimony will focus on the central principle of balance, which we strongly believe 
should underscore all of our efforts with respect to addressing use, abuse and diversion of 
controlled substances. Specifically, we must ensure that prescription pain medications 
are available to the patients who need them and that we do all that we can to prevent 
these drugs from becoming a source of harm or abuse. 


Undertreatment of Pain 

Undertreatment of pain is a major public health issue in the United States. Without 
providing a detailed review of the history of the undertreatment of pain - especially given 
that we have already heard from a distinguished palliative care physician. Dr. Kolias, on 
the panel today - let me just briefly share with you a couple of relevant facts and 
statistics. 
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Medical experts agree that about 90 to 95 percent of all serious pain can be safely and 
effectively treated. Yet an overwhelming amount of evidence has documented the 
undertreatment of pain throughout our healthcare system. 

Probably the most glaring example is in our nation’s nursing homes. According to a 
national study completed in 1999, nearly 300,000 nursing home patients are in daily pain 
and more than 40 percent of elderly residents who reported being in pain were still in 
severe pain two to six months later. This study is especially alarming when you consider 
that nearly one half of all people who live into their 80s will spend some time in a nursing 
home. This is only one of numerous studies documenting untreated and undertreated 
pain in nursing homes and throughout American healthcare settings. 

I’d like to quickly share one pain patient’s story with you. At age 85, William Bergman 
was dying of lung cancer. He was admitted to Eden Medical Center in Northern 
California in February 1998, complaining of intolerable pain. During a five-day hospital 
stay where an internal medicine specialist treated him, nurses charted Mr. Bergman’s 
pain level at 10 - the worst rating on their pain intensity scale. Despite his family’s 
repeated requests that his pain be addressed, Mr. Bergman’s internist sent him home - 
still in agony - with inadequate medication. Ultimately, his family contacted another 
physician who took a more aggressive approach, and Mr. Bergman died at home soon 
afterward. 

But progress has been made in our recognition of pain as a critical medical problem. 

The Bergman case inspired the California legislature to pass a new law requiring that 
physicians who fail to prescribe, administer or dispense adequate pain medications be 
charged with unprofessional conduct and be investigated by the California Medical 
Board. Physicians found guilty of undertreating pain must then complete a pain 
management education program. 

Also in 1999, the Joint Commission on Accreditation of Healthcare Organizations 
(JCAHO) developed new standards for pain assessment and management in hospitals, 
hospices and other healthcare facilities. The new standards require that pain be added to 
the four vital signs providers regularly check with their patients (the others are 
temperature, pulse, respiration, and blood pressure). JCAHO is the nation’s predominant 
standards-setting body in healthcare, accrediting more than 16,000 healthcare 
organizations and programs in the U.S. 

In 2000, the U.S. Congress got involved as well, acknowledging the undertreatment of 
pain and approving a provision - which the President signed - declaring the next ten 
years the “Decade of Pain Control and Research.” 

Even more recently, a U.S. General Accounting Office (GAO) report released in 
December of 2003 recognized that the World Health Organization and others continue to 
report that the “inadequate treatment of cancer and noncancer pain is a serious public 
health concern.” 
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So we must ask ourselves this question: with all the advances in pain medications and 
treatment, and the general recognition by not only the U.S. but the international health 
care communities of the crisis in pain management, why is the undertreatment of pain 
still so prevalent in the United States? 

There are a number of factors that help answer this question, including inadequate 
reimbursement policies and patients’ own beliefs and misperceptions about opioids. For 
the purpose of this hearing however, I will briefly focus on two of the obstacles most 
relevant to our discussion today: the lack of provider education and fear of scrutiny by 
law enforcement and regulatory agencies. 

The first obstacle, lack of education, was documented in a 2001 Institute of Medicine 
(IOM) study that showed medical schools across the country provide little or no required 
education in palliative care. It is one of a number of recent studies that suggest that many 
physicians have too little training and experience with pain assessment and treatment. 
Another found that only one in 125 medical schools accredited by the American Medical 
Association offered pain management as a separate course. This situation must change if 
medical students are to graduate knowing state-of-the-art pain management. 

A second significant obstacle to appropriate pain treatment is medical practitioners’ fear 
of scrutiny by law enforcement and regulatory agencies for prescribing opioids to treat 
pain. This is commonly known as the “chilling effect.” For instance, a recent survey of 
1,400 New York State physicians conducted by the state’s Department of Health found 
that 30 to 40 percent of respondents reported that fear of regulators has influenced their 
prescribing practices. 

A 2000 study of pharmacies in New York City, which appeared in the New England 
Journal of Medicine, found that many pharmacies, especially those in non-white 
neighborhoods, had inadequate supplies of commonly prescribed opioids. Of the under 
stocked pharmacies surveyed in minority communities, 20% cited “fear of fraud and 
illicit drug use that might result in investigations by the Drug Enforcement 
Administration” as the reason for not carrying ample supplies. This example illustrates 
both the reality of the “chilling effect” and the exacerbated difficulty for some minority 
patients in accessing these important medications. 


A Call for Balance 

Nothing in my testimony today is at all intended to diminish the legitimate concerns 
about abuse and diversion of prescription pain medications. As I stated previously, my 
primary goal in testifying before the Subcommittee today is to push strongly for balanced 
approaches to addressing the problems associated with abuse and diversion. To do this, 
we must weigh any proposed actions directed at abuse and diversion against the concerns 
of legitimate patients who rely on these medications just to maintain a quality of life that 
most of us take for granted. 
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In October of 2001, Last Acts and 20 leading national pain and health organizations 
joined with the Drug Enforcement Administration (DEA) to release a consensus 
statement calling for a balanced policy governing the availability of prescription pain 
medications. At a national press conference in Washington, DC, then DEA 
Administrator Asa Hutchinson stood with groups representing physicians, nurses, 
pharmacists, and patient advocates, to emphasize the need to work together to prevent 
abuse of prescription pain medications while ensuring that they remain available for 
patients in need. I have included a full copy of the consensus statement with my 
testimony. 

This unprecedented collaboration was a result of a partnership with the DEA spearheaded 
by Last Acts and the Pain & Policy Studies Group at the University of Wisconsin, 
Madison, the leading expert organization in the country on federal and state pain laws, 
regulations and guidelines. 

Original signatories to the joint statement included the American Medical Association, 
American Cancer Society, American Academy of Family Physicians, Oncology Nursing 
Society, American Pain Society, American Pain Foundation, American Pharmaceutical 
Association, American Society of Anesthesiologists, National Academy of Elder Law 
Attorneys, and the National Hospice and Palliative Care Organization, among a number 
of others. 

The consensus statement has been disseminated widely and used in a number of different 
settings to forcefully urge that any discussion about the abuse of prescription pain 
medications be focused on the central principle of balance. It reads, in part: 

“Both health care professionals, and law enforcement and regulatory personnel, share a 
responsibility for ensuring that prescription pain medications are available to the patients 
who need them and for preventing these drugs from becoming a source of harm or abuse. 
We all must ensure that accurate information about both the legitimate use and the abuse 
of prescription pain medications is made available. The roles of both health professionals 
and law enforcement personnel in maintaining this essential balance between patient care 
and diversion prevention are critical.” 

Subsequent to the development of the consensus statement, the Pain Forum was 
reconvened in Washington, D.C. to review the efforts of law enforcement, regulatory, 
and health organizations to promote the balance concept. The forum also provided an 
opportunity for information sharing and cooperation, as well as a discussion about next 
steps. Last Acts, the DEA, and the Pain & Policy Studies Group again sponsored the 
meeting. It included participants from more than 42 different organizations representing 
a broad array of health, law enforcement, and industry groups, including the DEA, NIDA, 
ONDCP, and FDA. 
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As a result of this meeting, we continue to pursue opportunities under the auspices of the 
Pain Forum, including a current initiative to develop a question-and-answer guide for 
physicians, pharmacists, and law enforcement personnel. 


Conclusion 

Drug abuse exacts a huge social cost and some have been tempted to address the problem 
of prescription pain medication abuse by greatly limiting access. But this is not a 
balanced solution. It only exacerbates the already severe problem of undertreatment of 
pain in this country. 

Controlled prescription drugs, such as opioids, are essential for the care of patients, but 
they clearly carry a risk. They can become the object of abuse, or be the target for 
diversion to an illicit market. This potential justifies concern among the health care 
community and those in law enforcement and drug regulation, and we must make real 
efforts to minimize diversion and abuse of these drugs. 

Focusing only on the abuse potential, however, could lead to the erroneous conclusion 
that these medications should be avoided, when in truth, opioids are absolutely essential 
to good pain management and should be prescribed more often when medically indicated 
to control certain types of pain. Physicians and other health care providers should be 
knowledgeable about their use and should not hesitate to prescribe them when 
appropriate for fear of reprisal. 

We must work together to assure a balanced approach to preventing abuse and diversion 
while ensuring the legitimate rights of patients in pain to receive appropriate treatment. 

As the joint statement concludes: “Preventing drug abuse is an important societal goal, 
but there is consensus, by law enforcement agencies, health care practitioners, and patient 
advocates alike, that it should not hinder patients’ ability to receive the care they need 
and deserve.” 


Again, I appreciate the opportunity to testify before you today, and would be happy to 
answer any questions that you have. 
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Dr. Kollas. Thank you. On behalf of the Cancer Center and Or- 
lando Regional Healthcare I want to thank Chairman Souder, and 
the subcommittee for inviting me to testify today. I would also like 
to thank Representative Mica and his office for their support and 
thank those who contributed to the research that I will be present- 
ing in part. 

My testimony will focus on the views of cancer patients regarding 
their experiences with pain medications. My goal is to give them 
a voice in this subcommittee’s discussions. We surveyed 1,200 ran- 
domly identified patients who received care at the M.D. Anderson 
Cancer Center Orlando, between August and November 2003. The 
details of the methodology are available in the written testimony 
that I submitted earlier. 

I want to point out that 52 percent of cancer patients reported 
that they experienced pain daily; 41 percent agreed that pain inter- 
fered with their ability to work and be productive; 20 percent felt 
that they could not preform routine activities, these include getting 
dressed, driving the car, shopping for groceries due to pain; 43 per- 
cent of them expressed concerns about using pain medication be- 
cause its potential for addiction. I would also note that of those pa- 
tients who had concerns about addiction, they reported pain twice 
as often as those without concerns. 

The results confirmed that many cancer patients suffer from pain 
on a daily basis, and that it affects the ability to live their lives 
in a free and productive manner. With regard to OxyContin and 
their pain experience, about 41 percent of the respondents had 
used OxyContin to manage their pain, whereas 59 percent reported 
using other opiate analgesics for their pain. In the first group, 82 
percent reported the OxyContin relieved their pain, but 72 percent 
in the latter group responded that they received pain relief with 
other opiate medications. Additionally, 53 percent of those taking 
any opiates agreed that opiate analgesics were the only medica- 
tions that helped their pain. 

These results suggest that opiate analgesics offer effective relief 
for cancer pain even when other analgesics failed. They also sug- 
gest that some cancer patients may have better control with 
OxyContin than with other opiates, although I would strongly cau- 
tion the committee that this was not intended as a formal compari- 
son of pain medications. And rather reflects the view of the pa- 
tients that we surveyed. 

Additionally we asked some questions about the cancer patients’ 
experience with the media and OxyContin, 43 percent disagreed 
that the media had adequately addressed the issue of cancer pain, 
but we found no relationship between concerns about addiction and 
attention to media coverage. Given this, I would suspect that can- 
cer patients value their own pain experience more than what they 
read, hear, or view in the media. Fear of OxyContin or other opiate 
analgesics is a complex multi-factorial phenomenon, not simply the 
result of intense media coverage. 

This subcommittee has accepted the challenge of preventing di- 
version and abuse of prescription medication while preserving le- 
gitimate access to those medications. Our survey of cancer patients 
reaffirms that opiate analgesics, including OxyContin, offer relief 
for pain often more effectively than non-opiate analgesics. In spite 
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of media attention to prescription pain medicines, cancer patients 
seem to base their opinions of opiate analgesics on their own expe- 
riences. 

In light of our patients’ view, I would offer several guiding rec- 
ommendations to the subcommittee regarding it mission. Because 
cancer patients need pain medication, we would discourage regu- 
latory efforts that would reduce legitimate access to opiate analge- 
sics, including sustained release oxyocodone. However, we recog- 
nize clearly that the government has an obligation to protect those 
who suffer from the diversion of use of analgesics. 

I would applaud this subcommittee’s efforts to develop regulatory 
mechanisms that would protect these people. I would also remind 
the subcommittee that those who misuse prescription medications 
often suffer from underlying untreated psychiatric illnesses that in- 
fluence their drug abuse. Successful solutions to the problem of di- 
version and abuse should take this phenomenon into account. 

Last, I would encourage the subcommittee to continue challeng- 
ing medical professionals to help create new policy through frank 
discussions. We believe that education in pain management helps 
medical providers to recognize and avoid diversion or misuse of 
prescription drugs. I would add at this point that I feel medical 
providers should welcome the opportunity and the responsibility to 
serve in this battle to help prevent misuse and diversion of pre- 
scription drugs. 

I would strongly encourage the development of other strategies 
that emphasize an educational approach, and I would specifically 
cite House Resolution 1863, the National Pain Care Policy Act of 
2003. 

I would also note that electronic monitoring which is being con- 
sidered in Florida has shown to be effective in other States, includ- 
ing a specific example of Connecticut. The only concern I have with 
regard to electronic monitoring has to do with HIPAA violations, 
and we have talked about some of those issues, at least in a pre- 
liminary fashion, today. 

Although the subcommittee faces formidable challenges, I con- 
clude my testimony on a positive note. When we mailed our sur- 
veys, we hoped that our patients would entrust their voice to us, 
and they did so. They embraced the belief that their views and con- 
cerns would reach your ears, and now they have. Although we face 
a difficult task, we face it openly and with resolve to succeed. Be- 
cause of this, I have renewed hope for a better future for all pa- 
tients in pain, and I would be very happy to entertain you ques- 
tions. 

Thank you. 

[The prepared statement of Dr. Kolias follows:] 
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Chad D. Kolias, MD, FACP, FCLM 
Medical Director, Palliative Medicine 
M. D. Anderson Cancer Center Orlando & Orlando Regional Healthcare 
Orlando, Florida 


Introduction 

On behalf of M. D. Anderson Cancer Center Orlando and Orlando Regional 
Healthcare, I would like to thank Chairman Mark E. Souder and the Subcommittee on 
Criminal Justice, Drug Policy and Human Resources for inviting me to testify at this 
hearing. I would also extend special thanks to Representative John Mica of Winter Park, 
Florida, and his office for their gracious assistance and support. 

I would also like to acknowledge the support and efforts of those who contributed 
to the research that led to this testimony, particularly the work of Susan Dempsey-Walls, 
RN, MN, Mary Ella Mahoney, PharmD, Pam Nicolenko, RN, Jeanne Adam, and the 
Orlando Regional Healthcare Market Research. I thank as well Beth Boyer Kolias, MS, 
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MDiv, PhD, for her assistance with scientific review and editing. I also would like to 
thank each of the patients who returned completed surveys, thereby giving me the 
opportunity and privilege to bring the voice of cancer patients to the important 
discussions that will characterize this hearing. 

My testimony will focus on conveying the views of central Florida’s cancer 
patients regarding their unique experiences with prescription pain medications, an issue 
that has received substantial attention in the news media in Orlando over the last four 
months. I hope that I am able to faithfully express their practical and valuable insights at 
this hearing to help in this subcommittee’s worthwhile effort to reduce prescription drug 
diversion and misuse, while protecting the interests of patients with legitimate needs for 
pain management. 

Background 

In the fall of 2003, the misuse and diversion of the prescription opiate analgesic, 
OxyContin® (sustained-release oxycodone), received intense media coverage in central 
Florida following national reports of alleged OxyContin® abuse by a prominent talk- 
radio personality. In my palliative medicine outpatient practice at M. D. Anderson Cancer 
Center Orlando (MDACCO), several patients described difficulty obtaining prescription 
pain medications and shared that their friends and families had expressed increased 
concerns about addiction to pain medications. A few expressed specific concerns that 
OxyContin® would be “pulled from the market,” causing them fear about the potential to 
suffer from increased cancer pain. Many patients expressed specific concerns that the 
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newsprint media did not address adequately or fairly issues related to cancer pain. They 
also expressed frustration about the lack of a widely visible forum in which they could 
voice their concerns about the media’s lack of attention to their pain issues. 

In November 2003, the news media announced the plan to convene this 
congressional subcommittee’s congressional hearing, thereby providing a unique and 
powerful opportunity for cancer patients to voice their concerns and opinions about 
prescription pain medication issues. After meeting with other interested MDACCO and 
Orlando Regional Healthcare (ORH) providers, we began efforts to objectively 
characterize our patients’ opinions about the issues related to management of their pain 
with prescription medications, including OxyContin®. Our goal was to better serve our 
patients by giving them a voice in the important discussions that will arise in this 
subcommittee hearing. To achieve this goal, we developed a survey designed to examine 
the experiences of cancer patients with prescription pain medications, including their 
perceptions of news media coverage of pain, their physicians’ pain management, and the 
characteristics of their pain experience. 

Survey Design 

Before distributing surveys, we obtained approval from the MDACCO 
Institutional Research Board to conduct the study with a waiver of consent, as 
participant’s consent would be implied by survey completion and return. Given the 
sensitive nature of the study issue, we did not collect information that would allow 
identification of any participants. All survey costs were funded by MDACCO and ORH. 
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The study group included 1,200 randomly identified patients who had received 
care at MDACCO between August and November 2003. Each of these patients received a 
survey and explanatory cover letter dated December 30, 2003. We asked them to 
complete the survey and return it using the U. S. Postal Service in an enclosed, self- 
addressed, stamped envelope by January 16, 2004. The cover letter emphasized that the 
intent of the study was to collect information for presentation at this committee hearing. 
We also explained that the survey did not represent an effort to identify patients who 
misused their medications, nor were we seeking information on behalf of a 
pharmaceutical company or other interest. 

ORH Market Research collected surveys, entered and analyzed data preliminarily, 
then created a summary database spreadsheet with a report containing descriptive 
statistics. The study’s principal investigator subsequently analyzed selected data to 
uncover comparative relationships, using SPSS 1 1.0 for Windows [SPSS, Inc., 2001]. For 
the purpose of this subcommittee hearing and related to the limited amount of time 
available to testify, I will report the study’s main results with a brief interpretation of 
their meaning. We plan to formally publish more detailed results in a peer-reviewed 
medical journal at a later date. 

Main Results and Discussion 

Response Rate and Demographics. 

The response rate for the survey was 16.7% (190 surveys returned), and 69.4% of 
respondents were female. The age distribution of respondents was as follows: 
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18-35 years: 

2% 

36-50 years: 

30% 

51-64 years: 

12% 

65-80 years: 

45% 

81 years or older: 

12% 


Pain Experience in Cancer Patients. 

Just over half (52%) of the cancer patients who responded to the survey reported 
that they experienced pain daily, and 41% agreed that pain interfered with their ability to 
work and be productive. One-fifth of respondents agreed that they could not perform 
routine activities — getting dressed, driving the car, shopping for groceries — due to pain. 
About 27% of respondents felt that pain had adversely affected relationships with loved 
ones and friends. Furthermore, 43% of respondents expressed concern about asking for or 
using pain medication because of its potential for addiction. Of particular note, patients 
with concerns about addiction reported pain twice as often as those without concerns 
(statistically significant difference; p = 0.01). Additionally, although 80% of respondents 
agreed that their healthcare providers took their pain complaints seriously, fewer (68%) 
reported that they were satisfied with their current pain management overall. 

These results confirm that cancer patients suffer from a significant amount of pain 
on a daily basis, and that their pain affects their ability to live their lives in a free, 
productive manner. Cancer patients expressed concerns about addiction, although they 
are part of a group suffering from a type of pain that has traditionally received more 
social acceptance than other types of pain, such as chronic, musculoskeletal pain, for 
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example. Furthermore, although two-thirds of cancer patients were satisfied with their 
pain management, medical research suggests that patients can achieve better results 
through the efforts of well-trained pain management providers (see Rich B; Wm Mitchell 
L. Rev., 2000]. 

OxyContin® and the Pain Experience. 

About 41% of respondents currently used or had used OxyContin® to manage 
their pain, while 59% currently used or had used other opiate analgesics for their pain. In 
the first group, 82% reported that OxyContin® relieved their pain, but fewer respondents 
in the second group (72%) reported pain relief with other opiates. Furthermore, over 87% 
of the responding cancer patients who currently use or have used other opiates agreed that 
they would not take opiates if they had no pain compared to 91% in the subgroup taking 
OxyContin®. Both of these differences between groups were statistically significant. 
Both groups reported the similar levels of satisfaction (70%) with how they felt when 
taking pain medication, and both groups reported no difficulty with side effects at an 
equal rate (about 70%). Additionally, 53% of those taking any opiates either now or in 
the past agreed that opiates analgesics were the only medications that helped their pain. 

These results suggest that opiate analgesics offer effective relief for cancer pain, 
often in cases in which other analgesics have failed. The results also suggest that 
OxyContin® may produce higher success rates in the control of cancer pain than other 
opiates, although we would strongly caution the subcommittee the study was not intended 
as a formal comparison of pain medications. Our main point of emphasis would be, 
rather, that OxyContin® clearly has a legitimate use in the treatment of pain in cancer 
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patients, and may - in certain cases - offer more favorable analgesia than other opiate 
medications. 

The Media and OxyContin®. 

About two-thirds of respondents agreed they followed most of the television and 
newspaper coverage of OxyContin®. About 30% agreed the coverage of OxyContin® 
was fair and balanced, but 27% disagreed and 43% were neutral or unsure. In contrast to 
this, however, 43% disagreed that the media adequately addressed the issue of cancer 
pain, while 16% agreed and 40% were neutral or unsure. Of greatest interest to the study 
investigators, however, we found no relationship between concerns about addiction and 
attention to media coverage. 

These results show that although most of the cancer patients who responded to 
our study followed the media coverage of OxyContin®, it did not significantly increase 
their fears of addiction. Many cancer patients agree, however, that the recent newspaper 
and television media coverage of OxyContin® did not adequately address cancer pain. 
Based upon these observations, we suspect that cancer patients value the personal, 
experiential lessons of the cancer pain and their own experiences with opiate analgesia 
more than what they read, hear or view in the media. We also believe that this confirms 
that fear of addiction to OxyContin® or other opiate analgesics is a complex, multi- 
factorial phenomenon, rather than the result of intense media coverage [for a 
comprehensive discussion, see Weinmann BP; J. Legal Med,, 2003]. 
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Conclusion 

The Subcommittee on Criminal Justice, Drug Policy and Human Resources has 
accepted the difficult task of preventing diversion and abuse of prescription medications, 
while preserving access to pain medications for patients with legitimate needs. Our 
survey of cancer patients in central Florida reaffirms that opiate analgesics, including 
OxyContin®, offer relief from cancer pain, in most cases more effectively than non- 
opiate analgesics. Although a great deal of media attention has focused on the addictive 
nature of opiates, particularly OxyContin®, cancer patients seem to base their opinions of 
opiate analgesia on their own experiences, a practical approach that reflects - at least in 
my opinion - a good bit of wisdom. Although the media effect upon our patients was 
relatively weak, and in spite of the clear benefits that they receive from opiate analgesia, 
some cancer patients continue to express concerns about addiction to OxyContin® and 
other pain medications. This suggests that concerns about addiction arise from many 
causes, including personal and societal attitudes about pain and analgesics, physicians’ 
values, attitudes and practices, and governmental policy regarding prescription drugs [see 
Weinmann, 2003]. 

In light of our patients’ views, we offer several guiding recommendations to the 
subcommittee regarding its approach to developing strategies to prevent prescription drug 
abuse and diversion. Because they legitimately need pain medications, we would 
discourage regulatory efforts that would reduce cancer patients’ access to opiate 
analgesics, including sustained-release oxycodone. In the past, some regulations have 
limited patients’ access to pain medications, including multi-copy prescription programs, 
laws that failed to define “inappropriate or excessive use” of opiates, and programs that 
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limited opiate dosages and/or dosing frequency without attention to tolerance and 
differences in pain perception [see Weinmann, 2003], At the same time, we recognize our 
government’s clear obligation to protect the lives of those who suffer due to the diversion 
and abuse of prescription analgesics, and we applaud this subcommittee’s earnest efforts 
to develop regulatory mechanisms that would protect these people. We also remind those 
involved in this hearing that people who misuse prescription medications often suffer 
from underlying untreated psychiatric illnesses that influence their drug abuse. Successful 
solutions to the problem of diversion and abuse should take this phenomenon into 
account. Lastly, we would encourage the subcommittee to challenge medical 
professionals to help create new policy through frank discussions and the continued 
pursuit of clinical excellence in pain management for all patients with legitimate pain 
issues. In our experience, specialized education in pain management helps physicians to 
recognize and avoid diversion or misuse of prescription drugs. We encourage the 
development of strategies that emphasize this educational approach, such as House 
Resolution 1863, the National Pain Care Policy Act of 2003. 

Although this subcommittee faces formidable challenges, I conclude my 
testimony on a positive note. When we mailed our surveys, we hoped that our patients 
would entrust their voice to us. They did so, embracing the belief that their views and 
concerns would reach your ears — as they now have. Although you face a difficult task, 
we have chosen to face it together - patients, physicians, pharmacists, politicians - 
openly and with resolve to succeed. Because of this, I have renewed hope for a better 
future for all patients in pain. 
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Mr. Souder. Well let me start off with just a couple of things to 
clarify for me, since I am medically challenged. My wife is an occu- 
pational therapist and she does the thinking in this area, and I 
kind of wander in and she is always kind of envious that I am at 
the hearings and she thinks that I am a ignoramus on the subject 
and she knows the details. But you gradually pick up bits and 
pieces, just enough to be dangerous. But I want to clarify a couple 
of things. 

My mother-in-law recently died of cancer. Her pain definitely 
was greater in the last stages than it was earlier, is that usually 
true? 

Dr. Kollas. It can be, we see that commonly. It depends on the 
cancer. 

Mr. Souder. But it is not always true? 

Dr. Kollas. It is not always true, but it is true very often. 

Mr. Souder. And so, would the pain killer use likely escalate as 
you go through cancer treatment, or increasingly is the same thing 
being prescribed all the way through? 

Dr. Kollas. No, the use of the medication may escalate. Actually 
you bring up a point that I wanted to make earlier. Physicians are 
sort of used to dealing in population medicine, it is what they teach 
us in medical school. They want us to view people in categories of 
diseases if you will. So we think of people as having hypertension, 
or we think of them having diabetes, or we think of them having 
cancer. 

To do good pain management you have to abandon that view 
somewhat and look at people as individuals. Every one is different. 
So the right dose of a pain medication for one person may not be 
the right dose for another patient. 

Certainly, you are going to see general trends, and it is not un- 
common for patients with cancer at the end to have more difficulty 
with pain. And in fact in my experience, the few people that we 
have seen on dosages of pain medication of opiate medication that 
would stagger the subcommittee’s members all occurred related to 
end of life care. Given that, that is why it is hard to answer that 
question, it depends upon the individual patient. And it also raises 
the importance how physicians need to be trained to take that into 
account. It is a very different approach than what we learned in 
medical school, where it is very disease based. We try to look at — 
palliative medicine particularly is focused on relieving suffering in 
multiple dimensions, and that is a very different approach. 

Legislation that would encourage that type of education is ex- 
tremely important and I would argue that physicians should be 
asking to be empowered to take a more active role in this, to help 
prevent misuse and diversion medications, because clearly the 
more you know, the better you are able to do those things. We 
might get fooled by patients once in a while, but it is a lot tougher 
to be fooled by a patient when you know more about what the tech- 
niques are used to divert medications. 

Mr. Souder. If a cancer patient is younger and mobile even if 
it may be likely failed, is the mere factor of their mobility, their 
ability to hold a job — well, let me first ask a fundamental question 
about OxyContin. 

Dr. Kollas. Sure. 
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Mr. Souder. Does this impact your ability to do certain types of 
work if you are taking a dose? 

Dr. Kollas. It can, it is individualized. Let me give you an exam- 
ple, I have a patient who is 48 years old. She has metastatic breast 
cancer. I asked today — I did not ask today but I asked if I could 
discuss her case with you today. I saw her in the hospital about 
2 weeks ago, she was having a stabilization surgery to help her 
spine, because she has metastatic disease to her spine. At any rate, 
she works for one of the technical companies that is based in the 
Orlando area. She has been able to continue working at her job, 
awake and alert despite the fact that she takes 640 milligrams of 
oxycodone every 6 hours. When she gets a refill prescription and 
she goes to the pharmacist, she tells me I am very scared because 
look at all the tablets that I take. Yet, she is awake and alert. 

Now, when she comes to see me, I document that in my note, I 
do a physical examination. The physical burden of her cancer is 
just tremendous, I mean the surgery that she underwent is a 
laminectomy, she had a spinal fusion involving four segments of 
her spine. Afterwards we actually had to convert her from oral 
medication to medication that she could use intravenously, using a 
portable pump. Because she is to the point where literally it be- 
comes a physical problem to have to take that many pills. They 
could get stuck together and cause her to have a intestinal obstruc- 
tion. 

So, when you ask me the question are people able to function 
cognitively when they take OxyContin, my answer is yes, but ev- 
erybody is different. Some patients do better than others. 

Mr. Souder. Let me ask, are there restrictions in driving in Flor- 
ida? 

Dr. Kollas. Yes, there are restrictions in driving in Florida. 

Mr. Souder. Is it not also true that alcohol has a different im- 
pact on different people? 

Dr. Kollas. Absolutely. 

Mr. Souder. And yet, our laws that regulate do not respect that 
difference. In other words, we do not say some people can handle 
three beers, and some people can handle two beers because they 
have to protect on the whole. 

Dr. Kollas. Sure. 

Mr. Souder. Would you not agree, and one of the things — to me, 
this debate is not predominately about people at the end of life or 
who are probably — in other words, when we dealt with certain 
waivers, for side effects on AIDS, for AIDS patients 

Dr. Kollas. Right. 

Mr. Souder [continuing]. We basically said they are dying, if 
they are willing to take the side effects, because they are dying. 

Dr. Kollas. Sure. 

Mr. Souder. The question here is that predominately on the 
moderate pain, or other types of things other than cancer. While 
it is a concern that we do not pass laws — but quite frankly, one 
thing, Ms. Kaplan, that you can probably be relieved of after today 
is that doctors and pharmacists do not have to worry about being 
prosecuted by DEA, that if anything for them to use that as excuse, 
simply is not valid around the country. 
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One of the things I wondered, if I can take it along — I wanted 
to put that point into the record that I do not view this hearing 
as predominately related to the cancer, or the highest risk, or 
where the pain is greatest. I view this as we are trying to identify 
in the middle and I would like to have one more comment. I also, 
wonder, Ms. Kaplan, whether there is a concern of the people who 
say that they are worried about prescribing, whether you have dis- 
covered they are worried about being sued. I would assume there 
is more concerns about the losses and the malpractice then there 
is about the DEA, because, the fact is that we are not doing that 
much in the country on law enforcement. 

Ms. Kaplan. I think that I would agree that the issue of the 
chilling effect may be largely a perception issue, and requires some 
fairly active public education on the part of the DEA, and they are 
indeed addressing that issue. 

In terms of the second part if you would restate the second part 
of 

Mr. Souder. Do you not believe that one of the things that 
causes doctors not to prescribe is that they are concerned about 
lawsuits? 

Ms. Kaplan. I think that is not the case in this situation, doctors 
in fact are being sued successfully for under-treatment of pain. So 
that should be a push in the other direction. There clearly is a mal- 
practice crisis in the country. I do not think this plays — fear of 
over-treating plays a large role anymore in that. 

Mr. Souder. That is kind of a different angle on it. Mr. Mica. 

Mr. Mica. Well, first I want to thank Fred Pauzar. I have known 
Fred for a number of years through business, I cannot imagine the 
pain and the absolute incredible loss he has experienced and there 
are other parents and loved ones out here that have lost people 
they care about. 

This hearing is not going to bring anyone back. What it will do 
and I compliment you Fred and others who pursue this, is to try 
to get government to respond to a situation of prescription drug 
abuse, and bad people who have also gamed the system and caused 
untold pain, and created an incredible challenge for us. Unfortu- 
nately, I have known too many parents, I know Fred, and I have 
known others who have lost their children in the community. I 
could name names of parents of kids, I hope I do not have to do 
another one of these hearings ever, or request a hearing like this. 

But it is sort of a challenge of our times, this is what — we are 
talking about this particular narcotic that is available since 1995. 
We were talking about that earlier, how long has it been available, 
and then if you look at the statistics, they are off the chart. I 
read — I knew the problem, and I read the same day of Chris’s 
death that we announced the hearing. Again, nothing is going to 
bring back your son or some of the others, but from this hearing 
and from your very admirable efforts, hopefully we can bring some 
of this situation under control. 

And this is the process that works, sorting it out, work with my 
colleague, Dr. Norwood, to have legislation pending, and I have 
learned that there are other proposals before Congress, and maybe 
we can craft something. It is also obvious that people do need rem- 
edies for pain. I have been through the same thing, Mr. Souder, 
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with family members that have passed away in the last couple of 
years, and had to endure incredible pain and seeking relief. We 
want to achieve a balance, but we also want to achieve a protection 
so that we do not have anyone suffer the way some of the folks who 
came out today have. 

So, again, not so much as a question, but a statement to say 
thank you for your testimony. 

From the pharmaceutical standpoint, again, I think we are try- 
ing to achieve a balance and protection and some system. I do not 
know if you were here, when I relayed that we had several dem- 
onstrations projects in the Medicaid area to try to come up with 
software that will resolve this. Are you familiar with any of those. 

Dr. Doering. Yeah, as a matter of fact one of the things I did 
not tell you another hat that I wear, I do a lot of consulting work 
in cases that are being prosecuted. The one that Mr. McDonough 
talked about earlier in Pensacola, I testified twice in that case. I 
was involved in several cases close by and I remarked to one of my 
colleagues at the break that it was interesting that a current case 
that I am working on in the panhandle was brought forth by Med- 
icaid fraud. 

Now, you do not typically think of them as, or I do not, as the 
enforcement arm in criminal activities involving narcotic drugs. 
But it is the Medicaid fraud, and apparently they have a system 
that others do not, where they can look on paper and say whether 
it is, wow, look how much we are spending or wow, look how much 
they are prescribing. But that current case has evolved into a well- 
coordinated multi-jurisdictional type of task force. 

Now, as you well know, prosecuting these kinds of cases is 
lengthy, it is costly, and sometimes people are falsely accused. I 
have a new respect for the legal system. I was a consultant in a 
case with DEA that just pled actually a doctor there in Arizona; 
Phoenix, AZ; Tuscon, AZ. And I do not want to tell these taxpayers 
how much of their money was spent that I know that on April 15 
that is going to be a large part of expenditure. Is it worthwhile? 
Absolutely. If one bad doctor, one bad pharmacist it taken off the 
street, it is worth the effort. 

But, you know, I believe in the 80/20 rule. I believe that these 
12 prescribers that we heard about earlier today, I mean if they are 
really accounting for that much of the diversion and the bad pre- 
scribing and the deadly use of these drugs, that is where the focus 
ought to be. I learned a long time ago, you look where the light is, 
and if that is where the light is, I mean with all due respect to my 
colleagues on the left here who made a very convincing presen- 
tation, I do not think that is where the light is. I think the light 
is with people who are either fully educated who are cradled with 
the D’s that you mentioned, that are criminally involved. We have 
to take them off the streets and put them in jail. 

Dr. Kollas. May I just add something? 

Mr. Mica. You want to respond? 

Dr. Kollas. One of the points that I wanted to emphasize is just 
that. Realize that I am involved in treating a group of patients, 
when I say I relieve their pain it has the same sort of analogy that 
I would use for a politician kissing a baby. You make cancer pa- 
tients’ pain better, people are going to say that is a good thing. 
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That is pretty close to a no-brainier. I think there is a problem 
with physician involvement in diversion and misuse of these medi- 
cations. You guys keep talking about these 12 physicians in Medic- 
aid. I live in Florida, so I get to read the paper and one the physi- 
cians that they were talking about was writing prescriptions for pa- 
tients who were dead. 

Please hold the physicians accountable when they do this. That 
is clearly criminal, and it gives everyone else who is trying to do 
an honorable job of this, a bad name. And it is difficult enough, I 
mean, you know, looking at people in an individualized fashion is 
very labor intensive, it is important. I am very passionate about 
what I do and I view it as an honor and privilege to be able to do 
it. But, please when you see physicians that are clearly doing it re- 
lated to obtaining money or obtaining some other favor for writing 
a prescription, put them in jail. We will be safer and we would not 
have to have these meetings anymore. 

Mr. Souder. Dr. Norwood. 

Dr. Norwood. Mr. Chairman, you are to be commended on this 
hearing, and especially for the witnesses that we have had testify 
this morning. I think it has become very clear to all of us in the 
room and all of us on the dias up here that this is a very complex, 
it is a very difficult problem. 

All of us are in great sympathy with you, Mr. Fred Pauzar, and 
want to do anything we can to see that kind of thing cannot hap- 
pen again. 

On the same token, Ms. Kaplan, I associate with your remarks 
a lot, what you are saying about under-prescribing for pain is 
equally important, and it is particular important if it is your moth- 
er dying of cancer. It gets to be a lot bigger subject matter at that 
point. I am in great sympathy with the majority of physicians who 
get their profession black-balled because of some 10, 12, whatever 
the number is really, really, bad people in my view. I agree with 
you, Doctor, they would serve out the rest of their days practicing 
medicine in prison. Those that would violate the Hippocratic Oath 
I do not think very much of, is probably the best way I can say it 
without the chairman having a fit. 

But the poor physician is caught in the process of if I do I get 
sued; if I do not, I get sued, and that is not a good situation. 

I associate with your remarks when you are talking about the 
code that pharmacists have to live by in dealing with confidential- 
ity. That is going to be one of the real difficult problems with us 
in dealing with this problem. Obviously, if we are going to solve it, 
somebody has to have a data bank. I do not think the Federal Gov- 
ernment needs a data bank, but I think Florida does, and I think 
they need to be able to talk to the data bank in Georgia, because 
you can run back and forth between Tallahassee and Valdosta and 
load up. 

But who actually gets to go into that data bank. The liability 
questions of that are gigantic, and very difficult to solve. 

Last, Doc, what do you do, I know you know — you know who the 
pill shops are. I know in my town, or I used to when I was really 
into all this. What do you do with that information, when you know 
that? 

Dr. Davies. I do not do a whole lot with it, right now. 
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Dr. Norwood. Why not? 

Dr. Davies. It would just be — I do not know if there is a forum 
to go to with it. The State rules, the laws are not real clear to me. 
And the source of my data — there is so much stigma around addic- 
tion and around addicts, although plenty of my patients are us, 
they are not street level addicts. 

Dr. Norwood. You do not have to do the investigation. Are you 
not morally responsible to at least let DEA know something is 
going on here that is wrong. It is their job to do the investigation. 
And it is the court’s job to make the determination of innocence or 
guilt. But should you not call up your DEA folks, and say some- 
thing is not right over here on Third Street. 

Dr. Davies. I would feel a lot better about that if I had access 
to real data and real numbers. And not just what they are going 
to tell me is hearsay from patients. I mean, I have a great concern 
about it and that is precisely why I brought it up. 

Dr. Norwood. I knew you did, and I am not trying to criticize 
you about this, I am just saying that you guys know, I know you 
know. You may not have proof but that is not your job. But you 
know what is going on out there in your community, you know who 
the bad guys are, and all I am saying is spread the word. Let those 
agencies that are responsible for dealing with that, deal with that. 
But there are so few employees at the DEA, if they do not get a 
little help from us out in the field, if we do not direct them a little 
bit, when we know bad guys are out there, it just takes them that 
much longer if they ever catch them and stop them. And if the peo- 
ple are not guilty, fine. That is what the whole system — that is 
what our justice system is all about. 

Mr. Chairman, I just congratulate you. There are a couple of bills 
going around, being worked on in Washington and they do not all 
necessarily take the same course, but all of them involve data col- 
lection, so somewhere out there we can find out who is prescribing 
what. Some people want to do it on a Federal level, I do not fit into 
that category. I really think it is more of a State thing. 

But I pledge to work with you and Mr. Mica to do whatever we 
can do there to solve this problem. 

Mr. Souder. I want to thank Congressman Mica for being per- 
sistent in raising the subject and making sure we had this hearing, 
to Mr. Norwood, for his leadership in the area, and both of them 
for their chairmanship in multiple areas in Congress. 

I want to make sure that in the record we note a couple of other 
things. 

First, Dr. Davies, I really like the five D’s because it illustrates 
how this is not one solution. In other words, for the data, that is 
clearly an education effort in the form of HHS and other institu- 
tions doing more to get the information out. We have heard a lot 
about that today. But the duped, the dishonest, the dysfunctional, 
disabled all require different approaches. There may be some clus- 
tering and all those are part of this problem. 

I think a hearing like this helped us clarify where some of the 
targets should be in larger targeting. We do not know that all 12 
of those individuals are guilty of any violation, they may in fact 
have more Medicaid patients, which may be that is why they were 
among that. They may be among the inner city urban area, for ex- 
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ample. There were certain suggestions implied that they certainly 
should be the places you start. That there are certain things you 
might look at at the Federal level, but in that as our committee 
having both authorizing and direct oversight over the national ad 
campaign, over ONDCP and HIDTAs, we understand that DEA 
and our dollars are stretched very narrowly and that the south bor- 
der right now is so porous that much of that has to be focused on 
and the Carribean. And we cannot go off into each new hot thing 
that is the focus, and divert large amounts or we will get none of 
them licked. We have to kind of focus in but we also have to have 
secondary efforts in emerging threat efforts inside that. And we are 
helping identify that with this hearing. 

But let me say something and end this on a less than com- 
fortable note. That fact is what Mr. Pauzar raised was more com- 
plicated, and that was not just about massive diversions, not just 
about people who were former addicts, who use this which make 
them higher risk, not just about big abusers. But are there risks 
to individuals, because we are going down to moderate use, which 
is much more explosive than what we can agree on here, and we 
have obligations in our society to look at some of the traditional 
ways of prescribing. The secondary use of those drugs, the inter- 
action of those drugs, and the dependencies and risks that are oc- 
curring beyond the kind of OK, these 12 people are terrible, be- 
cause your son probably was not getting it from 1 of those 12 peo- 
ple. He probably was not a previous addict, and then all of a sud- 
den he is dead, and we have another class here that is much more 
complicated, he was not dying of cancer, and these, this zone is 
really where the political difficulty comes. We will probably be able 
to address the more egregious things. Do you want to add some- 
thing? 

Mr. Pauzar. Mr. Chairman, thank you for that. You are correct, 
my son was not a drug addict, and he was not taking prescriptions 
that he obtained from 1 of these so-called 12. Twelve is an arbi- 
trary line that was drawn, simply because the gross magnitude of 
the quantity of prescriptions that were being written presumably 
illicitly by those 12 doctors was so egregiously horrific that it 
stands out. But that does not mean the number is 12, the number 
may be 100, it may be 20. There are a number — a small number 
fortunately, a minority of physicians who are over-prescribing and 
prescribing inappropriately. 

But your remarks that this is a very complex situation is very 
apt. The solution is not one thing. It is not going to be a tracking 
bill, that requires tracking. It is not going to be more dollars for 
DEA, or better education for people at DEA about what really is 
going on in some of the burgeoning new markets of drugs, illicit 
drugs and prescription drugs that are being abused. It is a very 
complex three dimensional puzzle and it requires communication 
between the agencies, and it requires action to be taken legisla- 
tively, and it requires action to be taken on a State level too, where 
the boards of medicine and others are regulating the physicians. 

Because it will not stop; simply to track the information and to 
know that it is there, is not an answer. We had an awful lot of data 
before we lost our last space shuttle, but that data just was not 
analyzed and it was not acted on correctly. So, the organizations 
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that are vested right now with power and with a mandate to act, 
have to be informed and they have to communicate with one an- 
other, and there has to be stronger teeth in the legislative attempts 
that you take. And certainly drugs like OxyContin have to be taken 
away from moderate pain relief, because if anything has been 
shown here today, that has been talked about today by everyone 
is that we do not want to deprive terminal cancer patients of 
OxyContin. You do not want to deprive people who are severely af- 
flicted with pain from those arsenals that are available to them to 
deal with that pain to make their lives manageable, but you want 
to take people who can take Tylenol instead and make sure they 
never receive a script, that they are never given a prescription for 
something that might well kill them as it did my son. 

So, it is an extraordinary complex problem, and I appreciate your 
attention on this but I also appreciate the fact that it is going to 
take a lot more than this hearing and a lot more than one piece 
of legislation to cure it. But every day that goes by just in this 
State alone, I am not sure — is it one person who dies Congressman 
Mica or is it 10, in Florida? I know that what we have, based upon 
the statistics that we see, even in the time we have been talking 
here, there had probably been one to two deaths in the State, in 
this State alone, from OxyContin or oxycodone. So, I am enor- 
mously distressed by the problem because of my own loss, but I am 
more distressed, and believe it or not I am more distressed by what 
I see tomorrow. Because every day that goes by without decisive 
action means that there are more parents like myself. 

Thank you. 

Dr. Kollas. I just wanted to add something to that, and I hate 
to add another layer of complexity on your task. Using OxyContin, 
for example, for moderate pain, on the surface it seems to be some- 
thing that is a bad idea, we should not do that there are other 
medications available. What I would do is caution you when you 
approach it that way. There are over-the-counter medicines that 
are every bit as lethal as OxyContin, people have not chosen to 
abuse them because they may not have the same sort of effects 
that opiate medications do. But if you take more than 8 grams of 
Tylenol you can die from liver disease. If you take too much Advil 
you can die from renal failure. Sometimes you are forced to use 
medication for moderate pain when you would rather use some- 
thing else. If somebody has difficulty with renal insufficiency than 
a morphine-based medicine might not be the best choice for them 
when they have moderate pain, they may have an allergy. If they 
are hemophiliac they may not be able to take medicines that aspi- 
rin or that are nonsteroidal anti-inflammatory drugs. 

The point that I want drive home to the panelists is that there 
is a certain level of expertise that is involved in pain management. 
You know I went to medical school, I know what a cardiac 
cathererization is, I know what they do when they do the proce- 
dure. I am not a cardiologist, I do not do them. You would be nuts 
to let me do a cardiac cath on you, OK. What I do know is that 
I have special training that allows me to handle something that is 
medically sophisticated, that many of my colleagues do not have. 
So, I really think that part of what you need to consider is, who 
is able to prescribe these medicines, and what is their amount of 
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training and if it is that all doctors should be prescribing pain med- 
icine because pain is such a broad problem, then all doctors need 
more education in pain medication and in pain management. And 
if you want to say there is specialized cases in pain management 
that requires special expertise then it would be wise to recognize 
that. It would be wonderful if there was American Board of Medical 
Specialities acknowledgment of palliative medicine as a specialty. 
There is not yet. I would love to see that happen and I think that 
would go a long way to help with some of these issues. 

But understand that this is an important area of medicine that 
is more complex than — I think you have an appreciation of it, but 
it is more complex than you even realize. And please use the re- 
sources — clearly from today’s hearing, there are many resources 
available to you and we are all committed to making this problem 
better. 

Mr. Souder. Well, I appreciate those comments and as somebody 
who is, as I have said several times, a very strong supporter of doc- 
tors and the medical industry as a whole, let me again make this 
statement. Everybody would like best to be left alone, small busi- 
nesses would like to be left alone, everybody would like to be left 
alone. And I know that in health care this is something we hear 
on abortion law, it should be between patient and doctor, but you 
know what when society makes the decision, there are restrictions 
on it. Same with illegal narcotics, and there is a point, for example, 
as we try to work through incredibly difficult issues in Medicare, 
Medicaid payments and now the private sector mimics it. What 
kind of health insurance — Dr. Norwood, has been involved in this, 
trying to redo health care since he has gotten elected. And we run 
into lawsuit questions, where do we make compromises. But when 
the Federal Government crosses the point where we are carrying 
most of the health care cost than the private sector, which was not 
doing cross transfer and now all of a sudden you have HMOs and 
others who are necessarily already restricting the medical profes- 
sion to make necessarily the kind of in depth consultive type tradi- 
tional, this is my doctor, this is the patient, where you are trying 
to run lots of different people through where there is not heavy 
backaground checks. And then all of a sudden, we have an explo- 
sion of 10 deaths of a day in the State of Florida, related to one 
thing, I am sorry, it is not just doctor-patient anymore. It is a lot 
more complicated than that, and we need to make sure we do not 
overreact and overstate it. 

But there are going to be controls, because of who is paying for 
it, because of the reactions in society and then we have to make 
sure that we do not do irreparable harm to others who are benefit- 
ing, but we have heard testimony today that this has had greater 
than any other prescribed drug in the number of deaths. So to not 
act, suggests some irresponsibility. And one of those things is to 
look at yes, moderate pain is something that requires maybe cer- 
tain waivers. We should not make it so blanket, but it is not some- 
thing that — we are not living in a just leave us alone world at this 
point. And no group likes that, and I think we have as great a dan- 
ger of over-regulation as under-regulation, but at a ceratin point 
you say this as reached the point, a threshold where action is going 
to be required. And I would say that clearly this coming. 
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Now one other thing, we are dealing with ephedrine and things 
that go into aspirin and so on are some of the main components 
of meth labs and clearly even as Mr. Doering said, look there are 
over-the-counter problems right now too, it is not just prescription. 
We are going to deal with it more, and quite frankly, the more suc- 
cessful we are at controlling our borders, the more problem we are 
going to have with domestic produced drug questions, and that is 
why we have to get into prevention programs, treatment programs, 
of all type. But at the same time that means that there is going 
to be more pressure with our addiction problems in the United 
States, unless we more effectively communicate the dangers of get- 
ting, as we have heard multiple times, warning people about the 
interaction, unless the drug companies get more aggressive and un- 
less the pharmacies rather than just say trust, trust, but verify and 
unless the doctors do trust but verify. This is not Marcus Welby 
M.D., and I know the younger people do not even know what I was 
talking about. 

Things have changed and we all need to change with it and help- 
ing make sure, hey look, we like over-simplifying government, we 
have to deal with laws that reach broadly, not an individual law 
for each case, so we have to balance that, but we are going to have 
to do that. I am tending to go on here. 

Any additional statements you want to get in, you can submit 
them for the record, we will probably have some additional ques- 
tions. 

Once again, I thank Mr. Mica, and Mr. Norwood, thank every- 
body here for their patience as we went through this hearing. 

With that, the subcommittee stands adjourned. 

[Whereupon, at 1:30 p.m., the subcommittee was adjourned.] 

[The prepared statement of Hon. Dave Weldon and additional in- 
formation submitted for the hearing record follows:] 
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Statement of Rep. Dave Weldon 
To the Committee on Government Reform 

February 9, 2004 


Mr. Chairman: 

Thank you for allowing me to address the Subcommittee today. 

I am Dr. Dave Weldon and I represent the 15 lh Congressional District of Florida in the 
House of Representatives. I am also a physician. Prior to coming to the Congress in 
1994, 1 practiced internal medicine for 1 5 years both in the Army and eight years in 
private practice. During that time period, I had an extensive opportunity to treat many 
patients with a variety of conditions, which required high doses of narcotic pain relievers 
to manage their condition. I also experienced those who were seeking to abuse the 
system to secure these drugs for illicit purposes. 

The patients in serious need of these drugs included terminal patients with metastatic 
bone cancer, which can be excruciatingly painful. It also included many patients with 
chronic conditions that were unmanageable by any other method other than through the 
use of narcotic pain relievers. 

Several years ago, it was recognized by the medical community working in coordination 
with government officials that many patients with chronic pain and many terminal 
patients were being grossly undertreated with narcotic pain relievers due to fears on the 
part of the attending physicians over using these drugs. 

These fears included: (1) the possibility of Drug Enforcement Agency (DEA) 
investigations of their medical license for prescribing excessive amounts of narcotics, (2) 
the possibility of turning patients into “narcotic addicts,” and (3) the development of 
complications from high doses of narcotic pain relievers and the associated complications 
that can occur from them such as severe constipation. 

Without adequate pain management, most patients are unable to engage in work, family, 
and community life. The severe and chronic pain they experience leaves them desperate, 
depressed, and unable to heal from their primary injury or condition. For terminal 
patients, such as those suffering from cancer, the inadequate treatment of pain reduces 
their already diminished quality of life. 

It was in this environment that government and medical officials came together and 
recognized that there was a serious problem in that many of these patients were being 
undertreated because of unwarranted fears and concerns of practitioners. Specifically, 
the medical community and the government came together to recognize that narcotic pain 
relievers can be used in very high doses for (1) the management of terminally ill patients 
and (2) for extended periods of time in patients with chronic pain conditions. The 
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medical community also learned how to properly manage the complications of narcotic 
pain relievers. This is still being learned and implemented. 

Following this, an extensive education program was pursued on the part of the 
government and health care professionals to educate prescribing physicians, particularly, 
in the specialty of anesthesiology and oncology. 

I was involved in this entire process in my clinical practice. I saw many patients who had 
been undertreated moved into the new environment where they could receive the proper 
doses they needed so that their pain could be properly managed and they could return to a 
functional level in society. 

Understandably, as there has been more widespread prescribing of these drugs in this new 
environment and those who suffer from pain have been the largest beneficiaries. There 
has also been a much greater tendency for some of these products to be siphoned off and 
used illicitly. 

In the last six years of my private practice, prior to coming to Capitol Hill, 1 accumulated 
a fairly extensive group of patients that I was managing with a variety of chronic pain 
syndromes. Many of these patients came to my practice because other physicians in the 
community were not treating their pain properly and, specifically, in many instances, 
were under prescribing the necessary medications to provide them adequate relief. It 
would be most unfortunate if we were to turn the clock back on these patients causing 
them to suffer unnecessarily. 

Give this practice experience I believe it is important that we address the problems of 
whereby these drugs are siphoned off for illicit purposes, but that we do so in a manner 
that does not harm patient care. Millions of Americans continue to suffer significant pain 
on a regular basis, including millions who suffer acute pain as seen with surgery or an 
injury and chronic pain. In our efforts to curb abuse, we should not hinder proper pain 
management. 

One of the difficulties that I came across in my practice was determining the degree of 
pain a patient was suffering, or whether in deed the individual was suffering pain. If I 
was suspicious of the patient, I would have my medical stall call around to several area 
pharmacies to see if the individual was currently receiving other pain medications from 
other physicians. If he was, I would not prescribe medication. This was a burdensome 
and less precise method of checking for individuals who might be doctor shopping for 
illicit drugs. 

While some progress has been made in addressing the barriers to effective pain 
management, there is still work to be done. Some patients still do not receive the proper 
medication. Also, some patients have fears of addiction that may make them and their 
families reluctant to take prescribed opioid medications. Fears of addiction and fear of 
regulatory scrutiny can dissuade doctors from prescribing them or pharmacists from 
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dispensing prescriptions for these medicines. These fears translate into untreated or 
undertreated pain. 

Because of the reluctance to use or to prescribe appropriate pain medication, some people 
with chronic pain have to see several doctors or have travel to another community to find 
a doctor willing to fully treat their pain. We must ensure that we able to segregate out 
these individuals from those who are doctor and pharmacy shopping to secure these drugs 
for illicit purposes. 

The barriers to appropriate pain management are beginning to be addressed. Health care 
professionals, policy makers, the public, and the media are becoming more aware of the 
undertreatment of pain. In 2001, the Joint Commission on Accreditation of Healthcare 
Organizations, the largest accrediting body in the United States, issued new standards 
which require all of its 19,000 hospitals, nursing homes, and other health care facilities to 
assess and treat pain, and inform patients about their right to effective pain care. If a 
facility does not meet these standards, they may lose their accreditation. 

Many states have adopted guidelines for the use of opioids to treat pain. Professional 
societies have created guidelines for pain treatment and many have endorsed the 
Federation of State Medical Boards guidelines. 

Despite these encouraging moves, many patients do not have their pain completely 
managed. One of the reasons for this is our society’s very real concern about drug 
abuse. 

Drug Abuse 

Unfortunately, in addition to their benefits to patients suffering with pain, opioid drugs 
can and are abused. For that reason, their use is controlled by the Drug Enforcement 
Administration. Federal government surveys, such as the National Survey on Drug Use 
and Health, continue to demonstrate that the abuse of prescription medications of all 
types, but especially opioid pain medicines, is on the rise. 

Abuse of and addiction to drugs is a serious concern to all Americans. Despite laws and 
regulations, drug abusers, and the criminals who supply them, attempt to fraudulently 
obtain these medicines. The source of these legitimate medicines for illicit purposes 
comes mostly from illegal diversion by people who abuse them or traffic in them, not 
from patients appropriately using drugs prescribed for them by their physician to control 
their pain. Criminal traffickers and abusers will pose as patients, sometimes with bogus 
medical records, to obtain these medicines from well-intentioned physicians. They will 
also alter or forge prescriptions; they may steal them in transit from legitimate suppliers; 
they may rob pharmacies or patients; they may get jobs as pharmacy assistants, in 
hospitals or in nursing homes to gain access to these drugs. 

Thus, we are left with a perplexing dilemma. How do we, as a nation, ensure that 
patients with legitimate medical need have access to these medicines, while minimizing 
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the diversion and abuse of these medications with their attendant societal and economic 
costs? 

There are no easy solutions to this dilemma. Yet, we must address this two-edged sword 
of benefit from legitimately prescribed opioids and harm that results from their abuse. 
Only by working together can we hope to arrive at that critical balance between 
appropriate medical use and abuse of these medicines. What we need is for healthcare 
professionals, law enforcement officials, regulators, legislators, the media, the 
pharmaceutical industry, patients, their families, community groups and educators to 
become aware of the need to fully treat pain and the problem of drug abuse; to stress the 
appropriate use of pain medications, while also stressing that prescription drug abuse is a 
serious problem; to leant how to keep drugs available to people who would suffer 
needlessly for lack of access while keeping them out of the hands of people who may 
abuse them. 

As we seek to address this issue in the Congress we must weigh all of these factors. I 
commend you for having this hearing and look forward to working with you ensure that 
we fully address these issues. 


### 
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U.S. Department of Justice 

Office of Legislative Affairs 


Office of the Assistant Attorney General 


Washington, D.C. 20530 


May 24, 2004 


The Honorable Mark Souder 
Chairman 

Subcommittee on Criminal Justice, Drug Policy 
and Human Resources 
Committee on Government Reform 
U.S, House of Representatives 
Washington, DC 20515 

Dear Mr. Chairman: 

Enclosed please find responses to questions posed to Mr. Thomas W. Raffanello, 
Special Agent in Charge of the Miami Division of the Drug Enforcement Administration, 
following Mr. Raffenello’s appearance before the Subcommittee on February 9, 2004. 
The subject of the hearing was: “To Do No Harm: Strategies For Preventing 
Prescription Drug Abuse.” 

We hope that you will find this information helpful. If we may be of additional 
assistance, we trust that you will not hesitate to call upon us. 

Sincerely, 

'l/^tufyuLa. 

William E. Moschella 
Assistant Attorney General 


Enclosure 

cc: The Honorable Elijah Cummings 
Ranking Minority Member 
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COMMITTEE ON GOVERNMENT REFORM 
SUBCOMMITTEE ON CRIMINAL JUSTICE, DRUG POLICY & HUMAN 
RESOURCES 

"TO DO NO HARM: STRATEGIES FOR PREVENTING PRESCRIPTION DRUG 

ABUSE" 

FEBRUARY 9, 2004 

FOLLOW-UP QUESTIONS FOR THE RECORD FOR 
MR. THOMAS W. RAFFANELLO 
SPECIAL AGENT IN CHARGE, MIAMI DIVISION 
DRUG ENFORCEMENT ADMINISTRATION 

1. During the hearing you testified that the laws against illegal distribution of controlled 
substances over the Internet are very vague. What changes in the current federal laws 
would DEA like to see made? What new steps can Congress take to assist your law- 
enforcement efforts to combat the illegal distribution and use of prescription drugs? 

DEA is moving aggressively to enforce existing prohibitions against the illegal dispensation of 
controlled substances. At the same time, DEA and the Justice Department have been reviewing 
Federal law to determine whether changes need to be made. We look forward to working with 
the Congress on this issue. 

2. From newspaper reports discussed at the hearing, it is clear that a relatively small 
number of doctors arc prescribing very large amounts of oxycodone and other controlled 
substances in Florida. This information was based on data maintained by the 
Medicare/Medicaid system. Docs the DEA monitor Medicare/Medicaid information and if 
so, how? How is this information used for law enforcement purposes? 

Although the DEA does not monitor Medicare or Medicaid databases, information is routinely 
exchanged among the agencies. In Florida for example, DEA Special Agents and Investigators 
exchanged case related information directly with the Medicaid Fraud Control Unit. 

3. What other kinds of information does DEA keep track of in its efforts to stop illegal 
diversion of prescription drugs? What factors go into a decision by DEA to open 
investigations into illegal use or distribution of prescription drugs? 

The DEA monitors emerging drug trends through the Automation of Reports & Consolidated 
Orders System (ARCOS), an electronic reporting system for all manufacturers and distributors of 
Schedule II and Schedule III narcotic controlled substances. DEA is able to analyze the reported 
transactions and determine unusual purchasing patterns. DEA investigations focus on large scale 
trafficking organizations of pharmaceutical controlled substances that have a significant 
international, national, or regional impact. 
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4. Does the number of conditions for which a drug is approved by the US Food and Drug 
Administration impact the illegal use of the drug? In other words, if the number of 
approved uses increases, does that increase the potential for the drug to be diverted or 
misused? Should drugs like OxyContin be approved for use in treating moderate or even 
lesser levels of pain? Does the number of conditions for which a drug is approved by the 
FDA impact the illegal use of drugs? 

The more approved uses there are for a particular drug results in more prescriptions written, 
which often equates to a higher frequency of diversion. For example, stocks in pharmacies are 
larger so robberies will cull a greater amount of a particular drug to be used illicitly. High-dose, 
single entity products like OxyContin® are ideal for patients who are or become opiate tolerant 
and need 24-hour coverage for an extended period of time for severe pain management. For 
moderate pain, other immediate release products will alleviate the pain. High-dose products are . 
highly desirable for use as a heroin substitute by narcotic addicts. As has been publicly stated in 
the past, the DEA believes OxyContin® should only be used for severe pain management. 

5. On February IS, 2004, the Washington Post reported that "top officials" at DEA were 
working to reclassify hydrocodone combination products (i.e., drugs that are made up of 
hydrocodone and another medicine, as opposed to pure hydrocodone) as Schedule II 
drugs). What is the status of this reclassification effort? What potential impact would it 
have on DEA’s ability to combat the diversion and abuse of these drugs? 

The DEA has received a petition to reschedule hydrocodone combination products, such as 
Vicodin® and Lortab® from Schedule 01 to Schedule 0 of the CSA. We are currently in the 
initial phase of gathering available data to be forwarded to the Department of Health and Human 
Services for review. We do not anticipate imminent action to reschedule hydrocodone products. 
Schedule II controls would prohibit prescription refills, eliminate call-in prescriptions, and 
provide greater security and oversight of these drugs. It also would put doctors on notice that 
these products have been extensively abused and more careful prescribing is needed. 

6. During the hearing, the Subcommittee discussed several proposals for the creation of a 
database or databases to monitor the distribution and prescription of controlled 
substances. What form should such a database take, and who should create and maintain 
it? Should a single federal database be created? Or should each state create its own 
database? If the latter, how would we ensure that they would be linked and capable of 
sharing information with each other? 

The Prescription Monitoring Programs (PMPs) offer the best approach to monitoring prescription 
use and abuse. Federal funding has been available for the states to initiate and improve PMPs 
through a grant program known as the Harold Rogers Prescription Drug Monitoring Program. 
Since fiscal year 2002, Congress has appropriated $16.5 million to the Department of Justice for 
PMPs. Twenty-two states, representing approximately 50 percent of the practitioners and 
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pharmacists registered with the DEA, currently operate PMPs. 

A state by state approach to developing these programs provides the states with a high degree of 
flexibility in the design and implementation of the programs. The DEA and the National 
Association of State Controlled Substance Agencies are coordinating their approaches in order to 
capture basic data from each PMP in an effort to develop procedures for State officials to identify 
and track questionable substances between states. 

7. Approximately what percentage of DEA’s time and resources is expended in connection 
with illegal distribution of prescription drugs? How does that compare to the agency’s 
efforts with respect to illegal drugs such as marijuana, cocaine and heroin? 

Last year, the DEA expended 5.4% of its total work hours in connection with the illegal 
distribution and use of prescription drugs and 83.6% of total work hours combating illegal 
opiates, cocaine, cannabis, and other dangerous drugs. 
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DEPARTMENT OF HEALTH & HOMAN SERVICES 


Food and Drug Administration 
Rockville MD 20857 


. The Honorable Mark E. Souder 
Chairman 

Subcommittee on Criminal Justice, 

Drug Policy and Human Resources APR 2 6 20Q4 

Committee on Government Reform 
House of Representatives 
Washington, D.C. 20515-6143 

Dear Mr. Chairman: 

Thank you for the letter of March 4, 2004, following up on the testimony of Dr. Robert J. 
Meyer, Director of the Office of Drug Evaluation II at the Food and Drug Administration’s 
(FDA or the Agency) Center for Drug Evaluation and Research (CDER), delivered on 
February 9, 2004, before the Subcommittee on Criminal Justice, Drug Policy and Human 
Resources. Below are your questions followed by our response. 

1. What legal changes would need to be made to give FDA greater authority to 
regulate how prescription drugs are prescribed and used after they are given 
initial approval? What additional changes in the current Federal laws would 
FDA like to see made? What new steps can Congress take to assist your 
regulatory efforts to combat the illegal distribution and misuse of prescription 
drugs? 

The Administration has not determined at this time whether to propose legislation to 
give FDA greater authority to regulate how prescription drugs are prescribed and used 
after they are given initial approval. However, FDA would work with Congress if it 
decided to consider such legislation. 

FDA’s primary responsibility is to ensure that marketed drugs are safe and effective 
for their labeled indications. When used correctly, prescription drugs, including 
opioids, play a very important role in the management of pain and illness. FDA does 
not regulate the practice of medicine. Medical practitioners can prescribe medications 
to their patients for on and off-label indications. Primary responsibility in preventing 
the illegal distribution of prescription drugs resides with State Medical Boards, which 
license medical practitioners, and State Boards of Pharmacy, which license 
pharmacists. FDA does, however, take seriously its role in approving drug labels for 
prescription drugs to ensure that proper instructions and warnings are available to 
educate the consumer on the correct use of a particular medication. In addition, the 
Drug Enforcement Agency (DEA) is the primary Federal agency charged with 
criminal enforcement for drug abuse. FDA recently partnered with DEA and the 
White House Office of National Drug Control Policy to carry out a coordinated drug 
strategy to confront the illegal diversion and abuse of prescription drugs. The 
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National Dnig Control Strategy brings the efforts of FDA, Federal substance abuse 
prevention and treatment agencies, and law enforcement to bear on the factors 
contributing to rising prescription drug abuse. 

Does the number of conditions for which a drug is approved by FDA impact the 
illegal use of the drug? In other words, if the number of approved uses increases, 
does that increase the potential for the drug to be diverted or misused? Should 
drugs like OxyContin be approved for use in treating “moderate” or even lesser 
levels of pain? 

At the September 9 and 10, 2003, Advisory Committee meeting on issues of risk 
management for the controlled-release opiate drug products, witnesses presented 
testimony that suggests there is a con-elation between how widely a drug is used and 
tbe potential for abuse and misuse of that drug. 1 The witnesses suggested that if a 
drug is very commonly prescribed and commonly used in many settings, it has a 
higher likelihood of abuse as a result of its wide use. There is not, however, a clear, 
close relationship between the number of approved uses for a drug and its level of 
distribution and usage in the community. Chugs with only a single indication may 
have very widespread use if that single indication is quite common (for example, a 
new statin drug for hypercholesterolemia may be widely used, due to the prevalence of 
the condition in the population). On the other hand, a drug that is indicated for 
treatment of a number of uncommon conditions (for example, rifampin, an antibiotic 
approved for treatment of tuberculosis and a number of other uncommon infections) 
may have quite limited usage. Pain is a very common condition in our society, 
affecting millions of patients, and the extent of use of a drug is driven by many factors 
beyond indications. The indication for OxyContin is for “the management of 
moderate to severe pain when a continuous, around-the-clock analgesic is needed for 
an extended period of time.” This indication not only bounds the appropriate severity 
of pain that a patient should have, but also sets other important parameters for the 
indicated use. For example, OxyContin is not appropriate, by this indication, for “as 
needed” use nor for short-term use, like after minor trauma or a dental extraction. 

FDA approved OxyContin for “moderate to severe” pain rather than just “severe” pain 
for several reasons. First, pain is not monotonic, and even in patients with chronic 
painful conditions, their pain tends to wax and wane. Patients with chronic pain may 
rate their pain as severe one day and only have more moderate levels on another. 
Further, it is clear from a number of scientific studies that if one looks at significant 
functional impairment as a threshold for defining significant pain (which is a 
subjective assessment), many patients with such dysfunction will only rate their pain 
as moderate or moderately severe, rather than severe. Therefore, patients with pain 
that importantly limits their daily activities may only rate their pain subjectively as 
moderate or moderately severe. The question of whether OxyContin and other potent 
opiates should be limited to severe pain only was posed to the Advisory Committee in 
the September 2003 meeting. The committee strongly recommended that FDA 
maintain the indication to include moderate pain. Misuse and abuse of a drug is not 
driven by FDA’s approved indication. However, legitimate use in practice may be 


1 September 2003 Advisory Committee Transcript - DEA’s Role in Risk Management of 
Opiate Analgesics: Terrance Woodworth, M.S. 
http://www.fda.gov/ohnns/dockds/ac/03/transcripts/3978Tl.htm 
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restricted (when formularies or practice guidelines require following labeled 
indications), thus negatively affecting the legitimate use of OxyContin. 


3. How does FDA determine what the approved dosage or dosages of a prescription 
drug will be? How does FDA determine what uses will be approved for a drug? 

In general, the approved doses for a drug and the approved uses (or indications) are 
determined by substantial evidence from clinical trials, as called for under the Federal 
Food, Drug, and Cosmetics Act. For opiates, one needs to determine the lowest 
effective doses (to help define an appropriate starting dose for the particular drug in 
question) as well as examine higher doses, since pain intensity and patient’s 
pharmacodynamic responses (that is, responses to a therapy at any given dose) will 
vary. A further consideration for opiates is that some degree of tolerance is common 
with chronic use, so that patients may need higher doses over time to maintain 
satisfactory pain control. Therefore, a range of doses is commonly approved for 
opiate drug products, such as OxyContin. 

As above, the uses or indications for a drug are generally derived from the substantia! 
data provided in clinical trials. For well-established drug classes, including the 
opiates, prior data from other clinical trials of like or similar drugs and data from the 
scientific literature may also inform the indications given, so that for a particular drug, 
the uses approved may not be strictly dictated by the clinical studies done to approve 
the drug. In the case of products like OxyContin the approved uses were informed 
both by the clinical studies provided by the sponsor as well as what was otherwise 
known about the use of opiates in the treatment of chronic pain. 

4. On February 15, 2004, the Washington Post reported that “top officials” at the 
Drug Enforcement Administration were working to reclassify hydrocodone 
combination products (i.e. drugs that are made up of hydrocodone and another 
medicine, as opposed to pure hydrocodone) as Schedule II drugs. Would FDA 
support such a change? Why or why not? Has the abuse of hydrocodone been a 
significant problem? 

As of April 13, 2004, FDA’s CDER has not received a petition or an official request 
from DEA to conduct a medical and scientific recommendation to place hydrocodone 
combination products under Schedule II of the Controlled Substance Act (CSA). 

Since we have not seen the petition referred to, the basis for DEA’s position is 
unknown to FDA. The determination to impose additional or more stringent controls 
upon a particular class of drug products, as publicly proposed by DEA, requires 
thorough evaluation of the full impact upon patients, the public, the medical 
community, and manufacturers. 

Drug scheduling recommendations are made by the Assistant Secretary of the 
Department of Health and Human Services (DHHS) after full scientific and medical 
evaluation of proposed scheduling actions by FDA and DHHS, and often following 
extensive interagency deliberations and meetings. Hydrocodone is already controlled 
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under Schedule II, the most stringent level of control for an approved drug. Only 
combinations of hydrocodone with acetaminophen or aspirin, containing less than 1 5 
mg of hydrocodone are in Schedule HI. 

Prescription drug abuse and misuse are significant public health problems. FDA is 
serious about confronting these health problems through the coordinated Federal effort 
outlined in the National Drug Control Strategy. In particular, FDA’s CDER shares 
the concerns of the Substance Abuse and Mental Health Services Administration 
(SAMHSA) and other Federal agencies about the increased abuse of opioid analgesic 
medications by adolescents as well as by adults. In HHS databases such as 
SAMHSA’s DAWN, the frequency of emergency room mentions for hydrocodone 
analgesic combination product misuse/ abuse appears high. However, these very 
effective, safe Schedule III analgesics are the most commonly prescribed (opioid 
prescription) analgesics for acute dental, surgical, and perioperative pain as well as for 
other chronic medical conditions. The combination hydrocodone products are 
recommended by the WHO Analgesic Ladder and in other pain management 
guidelines when non-steroidal and over-the-counter medications have proved 
inadequate to manage pain, and prior to treatment with the higher potency, higher risk, 
single entity Schedule II opioid analgesics such as morphine, oxycodone, or 
hydromorphone. When rates of abuse and misuse for hydrocodone-emergency room 
related mentions are adjusted for the number of retail prescriptions (that is their 
frequency of use), the rates of abuse and misuse for this class are significantly lower 
than for oxycodone (Schedule II) analgesics and have remained relatively constant for 
the last five years. Nevertheless, as previously stated, a recommendation for initial 
scheduling or rescheduling of a drug requires the evaluation of all the information 
available at the time of the request. 

The determination to impose or not impose stringent controls on a substance or drug is 
based upon a comprehensive, consistent and uniform evaluation of medical and 
scientific factors. 

Pursuant to Title 21, United States Code (U.S.C.) 81 1(b) of the CSA, the Secretary of 
the DHHS is required to consider in a scientific and medical evaluation eight factors 
determinative of control under the CSA. The eight factors are listed below: 

A. The drug’s actual or relative potential for abuse; 

B. Scientific evidence of the drug’s pharmacological effects; 

C. Scientific knowledge about the drug or substance in general; 

D. History and current patterns of abuse; 

E. The scope, duration and significance of abuse; 

F. The risk (if any) to the public health; 

G. The drug’s psychic or physiologic dependence liability; and 

H. Whether the substance is an immediate precursor of a substance that is already 
controlled. 

Following consideration of the eight factors, the Secretary must make three findings to 
recommend scheduling of a substance under any of the Schedules of the CSA. To 
place a substance into Schedule II of the CSA, the substance needs to meet the criteria 
set forth in 21 U.S-C. 812(b)(2), as follows: 
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A. The drag or other substance has a high potential for abuse; 

B. The drug or other substance has a currently accepted medical use in treatment 
in the United States or a currently accepted medical use with severe 
restrictions; and 

C. Abuse of the drag or other substances may lead to severe psychological or 
physical dependence. 

5. During the hearing, the Subcommittee discussed several proposals for the 

creation of a database or databases to monitor the distribution and prescription 
of controlled substances. What form should such a database take, and who 
should create and maintain it? Should a single federal database be created? Or 
should each state create its own database? If the latter, how would we ensure 
that they would be linked and capable of sharing information with each other? 

Any database to monitor the distribution and prescription of controlled substances 
would fall under the jurisdiction of DEA. Because DEA is the lead Federal agency in 
enforcing the CSA, FDA would defer to DEA in determining the most appropriate 
architecture of such a database. 

Thank you for having provided FDA the opportunity of testifying before the Subcommittee. 

If there are further questions, please let us know. 


Sincerely, 



iL^oAmit K. Sachdev 
j Associate Commissioner 
for Legislation 
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BRO W N UNIVERSITY Division of Biology and Medicine 
Department of Community Health 


Testimony of David Egilman, M.D. MPH 


House Committee on Government Reform 
Subcommittee on Criminal Justice, Drug Policy and Human Resources 
February 9 tk , 2004 
Orlando, FL 


Chairman Souder and Members of the Committee, my name is David Egilman. 

I am a medical doctor and Clinical Associate Professor of Community Medicine at Brown 
University. I am board certified in Internal Medicine and Preventive-Occupational Medicine. 
My curriculum vita sets forth more fully my qualifications. 

I received a Bachelor of Science from Brown University in Molecular Biology in 1974. I 
received a medical degree from Brown University in 1 978. I completed a three-year medical 
residency in Internal Medicine at Strong Memorial Hospital in Rochester, New York, in 1981 , I 
completed a three-year training program in epidemiology, called the National Institutes of Health 
Epidemiology Training Program, in 1984. As part of this program, 1 completed a Master's in 
Public Health at the Harvard School of Public Health. At Harvard, I studied epidemiology, 
statistics and occupational medicine, industrial hygiene, warnings and occupational and 
environmental law. I completed a third residency in preventive medicine in 1994. I served two 
years at the National Institute for Occupational Safety & Health (NIOSH), designing and 
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conducting small and large epidemiologic studies. 

Since 1978, 1 have published a variety of letters and medical articles on the issues that 
relate to the manner in which cause-effect determinations are made in medicine (the 
epistemology of medicine). I have discussed the normal, accepted process of causal 
determination in medicine in several peer-reviewed articles. In addition, I presented these ideas 
at the American Public Health Association (APHA) meetings in 1 984. I have also studied, 
taught, and published articles on the history of medical ethics and the duty to warn. I have taught 
and conducted research on the history of the development of medical and corporate ethics during 
the 20th century. I have on two occasions testified before congressional committees on the issue 
of medical ethics, warnings and corporate responsibility. In addition, I have published two 
papers on the topic of the history of the development of medical ethics. 

For the past nine years, I have taught a course at Brown University called “The 
Development of Medical and Scientific Knowledge in the 20 th Century.” This course deals 
specifically with issues pertinent to OxyContin addiction and abuse: the history of the 
development of knowledge of the health effects of various substances including corporate 
knowledge, the history of the development of government regulations including the Food and 
Drug Administration (FDA), Occupational Safety and Health Administration (OSHA) and the 
Environmental Protection Agency (EPA), and the history of the development of product 
warnings. My views on medical epistemology have been cited by the Massachusetts Supreme 
Court and been adopted by the Wyoming Supreme Court. I have also published on these topics. 

I served as guest faculty at the Appellate Judges Seminar Series on issues related to medical 
epistemology and the Dauber I decision. I have testified on the issues discussed in this report in 
over 100 cases over the past 19 years. I have also testified twice before Congressional 
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subcommittees. 

I have reviewed the history of warnings from the published literature, and from internal 
corporate documents and organizational documents. I presented a paper at the 2000 Annual 
Conference of APHA on warnings. I teach about warnings at Brown University, including FDA 
drug-related warnings. I testified before Congress on the history and development of informed 
consent as well as current informed consent practices. I have been accepted as an expert by the 
court in Keenan v. Parke-Davis et a!., PC 84-1667 (Rhode Island), on the issue of drug warnings, 
I have reviewed corporate documents specifically having to do with warning practices 
throughout this century. I have studied the efficacy of warnings. I served as a consultant to 
Federal-Mogul Corporation on issues related to warnings. 

OxyContin is a Schedule II narcotic which was approved by the Food and Drug 
Administration in 1995. The active ingredient in OxyContin is oxycodone, which is a synthetic, 
morphine-like substance. The drug was originally marketed for the management of moderate to 
severe pain where use of an opioid analgesic is appropriate for more than a few days, like cancer 
pain. In this testimony, I will address the following four main points: 

1 . Purdue implemented a marketing strategy to undermine patient and 
physicians appropriate reservations of abuse, diversion, addiction and death 
by overdose of OxyContin. 

2. Purdue implemented a labeling strategy to downplay addiction risk in the 
patient package inserts and in materials prepared for distribution for patients 
given to healthcare providers and patients. 

3. Purdue misrepresented Oxycontin’s effective dosing schedule. They 
claimed that OxyContin worked for 12 hours: it didn’t and doesn’t. 
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4. Patients can and do become addicted from taking drugs that were prescribed 
by physicians. 

l. Purdue implemented a marketing strategy to undermine patient and physicians 
appropriate reservations of abuse, diversion, addiction and death bv overdose of 
OivContin. 

Purdue Pharma has aggressively marketed OxyContin through an advertising campaign 
that misled health providers and the public about the dangers of OxyContin. . Physicians often 
have a reluctance to use opioids because of the well-founded fear that patients could become 
addicted. In order to overcome doctors’ correct understanding of the risk of addition to opioids, 
Purdue Pharma developed the marketing piece “Myths about Opioids.” Ironically and tragically, 
rather than dispelling a myth, Purdue created one. 

Purdue labels a myth the statement that “Opioid addiction (psychological dependence) is 
an important clinical problem in patients with moderate to severe pain treated with opioids.” 1 As 
a practicing physician who had an active primary care practice, Purdue’s information on 
OxyContin, as provided in the Physicians Desk Reference, gave me the impression that in 
general, patients would not become addicted to OxyContin if it were prescribed to them for pain. 
Unfortunately, I first became aware of the serious problems associated with OxyContin use 
through experiences with my patients. These real-life experiences contradicted the promising 
scenario Purdue provided in its marketing materials and “warnings.” My patient experience 
revealed that addiction was a serious consequence of the prescription of OxyContin for pain. 

After this experience, I was shocked when I found Purdue’s “Pain Management Prescribing 
Guide” at the family practice hospital where I teach. Instead of having the print emphasize the 
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dangers of addiction, the book placed the most emphasis on the side effects of constipation. 

2. Purdue implemented a labeling strategy to downplay addiction risk in the patient 
package inserts and in materials prepared for distribution for patients given to healthcare 
providers and patients. 

A review of the product labeling for OxyContin from 1 997 to 2001 underscores Purdue’s 
failure to warn adequately regarding abuse or addiction. The major inadequacies of the labels 
include omissions of pertinent information and misrepresentations about the characteristics of 
OxyContin. I provide some examples below. 

Omissions: 

a. Purdue failed to warn about the risk of addiction in the label’s “Warning” or 

“Precautions” and “Information for Patients/Caregivers” sections; 2 ' 3,4,3,6 

b. Purdue failed to include “prior drug addiction” under the “Contraindications 

section” for the use of OxyContin. In a section titled “Use in Drug Abuse and 
Addiction,” the label read “[OxyContin] has no approved use for the 
management of addictive disorders,” 7 

c. Purdue failed to list any of the symptoms of opioid withdrawal; 8 

Misrepresentations: 

d. Purdue told physicians that “delayed absorption, as provided by OxyContin 
tablets, is believed to reduce the abuse liability of a drug.” 9 This assumption is 
unsupported by any study. In fact, while it is true that OxyContin has a slower 
release component, OxyContin also has a fast release component. Therefore, if 
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the speed of absorption affects the addiction potential, then OxyContin’s fast 
release component would presumably increase the risk of addiction. 10 
e. Purdue stated that “tolerance and physical dependence in pain patients are not 
signs of psychological dependence.” 11 This is not true. Tolerance and physical 
dependence to a drug are typical, hallmark, diagnostic symptoms of substance 
dependence. The Diagnostic and Statistical Manual of Mental Disorders 
(Fourth Edition) describes the criteria for substance dependence which include 
both tolerance and withdrawal. “Criteria for Substance dependence: (1) 
Tolerance, as defined by either of the following: (a) a need for markedly 
increased amounts of the substance to achieve intoxication or desired effect (b) 
markedly diminished effect with continued use of the same amount of the 
substance. (2) withdrawal, as manifested by either of the following: (a) the 
characteristic withdrawal syndrome for the substance (b) the same (or a closely 
related) substance is taken to relieve or avoid withdrawal symptoms.” 12 

The inadequacy of the OxyContin warning label is further underscored when it is 
compared to other addictive oral controlled-release opioid analgesics containing morphine 
sulfate. MS Contin (Purdue Frederick) and OraMorph SR (Roxanne) are marketed as controlled- 
release 12-hour pain control products like OxyContin, and are Schedule II drugs with the same 
abuse liability as OxyContin. Unlike the OxyContin label, the labels for MS Contin and 
OraMorph SR state that the product may cause addiction upon repeated use. The MS Contin 
label states that “psychological and physical dependence may develop upon repeated 
administration.” 13 The OxyContin label does not address issues related to psychological and 
physical dependence. The MS Contin and OxyContin labels are strikingly different, even though 
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Purdue authored both labels and should have known that both medications carried similar risks 
of addiction. 

The OraMorph SR (Roxanne) label acknowledges the addiction risk even more clearly: 
“Morphine is the most commonly cited prototype for a narcotic substance that possesses an 
addiction-forming or addiction-sustaining liability, A patient may be at risk for developing 
dependence to morphine if used improperly or for overly long periods of time.” M Unlike the 
OraMorph label, OxyContin fails to alert physicians that, “Individuals with a history of opioid 
or other substance abuse or dependence, being more apt to respond to euphorogenic and 
reinforcing properties of morphine, would be considered to be at greater risk.” Also, unlike the 
OxyContin label, the OraMorph SR label does not weaken its statements regarding addictive 
potential by citing the product’s “delayed absorption” characteristics or by proclaiming that 
“reports” of addiction are “rare.” 

Purdue claimed that reports of addiction were rare before the drug was sold without 
performing any tests for addiction in its pre-market trials. The studies Purdue claimed proved 
low addiction incidence did not actually prove this point. Obviously, reports of addiction to 
OxyContin could not exist before the drug even hit the market In fact soon after Purdue 
marketed the drug, reports of addiction became all too common. They were so common that 
local newspapers began to report this problem in 1999. A search of LexisNexis revealed 
hundreds of press reports by 2001. There was not a comparable number of press reports for 
either MS Contin or OraMorph SR. In comparison to OxyContin, reports of addiction from 
other comparable drugs were “rare.” See attached table for further comparisons between the 
OxyContin, MS Contin, OraMorph and Percocet package inserts. (See attached as Exhibit 1.) 

Purdue Pharma’s own internal reports highlight problems with prescription drug abuse 
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back to 2000. In 200 1 , a Purdue newsletter called @Purdue included an article entitled, “A Busy 
Schedule for Dr. Haddox Produces Some Balanced Media.” (See attached as Exhibit 2.) The 
article describes how Purdue sent one of their most prominent physicians. Dr. Haddox, to the 
Appalachian States, “visiting the communities most affected by the abuse and diversion of 
OxyContin Tablets." Over a seven month period in 2000, Dr. Haddox was on the road for 1 22 
days dealing with “reports” of abuse of OxyContin. As a practicing physician, I would have 
wanted to know that one of Purdue’s head doctors was traveling for 122 days dealing with issues 
of drug addiction related to OxyContin use. This would have allowed me to gauge the extent of 
the problem and to place the “rare” reports of addiction statement in perspective. 

Beginning with the launch of the drug in 1996, Purdue’s physician-directed promotional 
pieces, including advertisements, brochures, and videos, asserted that, “less than 1% of patients 
taking opioids actually become addicted.” 15 They also asserted that the development of 
addiction to opioid medication is “rare,” and classify as “myth” that “opioid addiction 
(psychological dependence) is an important clinical problem in patients with moderate to severe 
pain treated with opioids.” I6, 17 These statements are untrue, unsupported and unacceptable. 

Purdue Pharma also provides information to doctors and consumers through “Partners 
Against Pain,” which it bills as as “alliance of patients, caregivers and health care providers " but 
in reality represents the interests of Purdue. The Partners Against Pain’s website and 
publications are published and copyrighted by Purdue Pharma. Purdue uses this site to 
misinform healthcare providers and patients about the risks of use of OxyContin. For example, a 
booklet available from the site, "A Guide to Your New Pain Medication and How to Become a 
Partner Against Pain” reassures readers that OxyContin does not present an addiction risk. 18 This 
booklet follows the “Frequently Asked Questions” format and askes, “Aren't opioid pain 
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medications like OxyContin Tablets "addicting"? Even my family is concerned about this.” 
Purdue proffers the following answer: 

Drug addiction means using a drug to get "high” rather than to relieve pain. You are 
talcing opioid pain medication for medical purposes. The medical purposes are clear and 
the effects are beneficial, not harmful. 

The "guide to patients" misleads patients into believing that their motivation for taking 
OxyContin is the sole determinant of whether they are, or will become, addicted to their pain 
medication. However, iatrogenic addiction is a real risk with any prescribed narcotic. 

In 2001, in another question and answer section of the website Purdue declared: “When 
you feel pain, your pain is real. .. Remember: You have every right to ask [doctors and nurses] to 
help you relieve the pain as much as possible.” This answer is self-serving and scientifically 
flawed. Implying that patients have a right to as much opioid as they wish minimizes the risk of 
addiction and perpetuates misinformation about addiction and pain perception. Medical 
literature shows that addiction pain and physiological pain overlap, and separating them presents 
unique challenges to the physician. 19 Addiction has been shown to make patients even more 
sensitive to pain - and thus more likely to request pain medications. 20 For example hyperalgesia, 
or diminished pain tolerance, is a sign of opioid withdrawal. 21 Patients who are dependent on 
opioid medication will sometimes undergo withdrawal symptoms that manifest as pain. 22 

Purdue has also misled patients with their pamphlet and informational video, both called, 
“From One Pain Patient to Another,” which encouraged patients to doctor-shop to find providers 
who were most willing to prescribe narcotics. Purdue told patients, “Don’t be afraid about the 
things you’ve heard about these drugs [opioids],” and, “..find the right doctor.” One patient is 
quotes as saying, “I think it is very unfortunate that so many physicians are reluctant to treat 
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people like me, who have moderate chronic pain, with opioids.” 23 Purdue undermined the 
conservative and cautious prescribing practices of many responsible health practitioners. This is 
yet another example of how Purdue actively misinformed and inadequately warned patients and 
physicians of the addiction risks and withdrawal symptoms associated with OxyContin. 

3. Purdue misrepresented Oxvcontin’s effective dosing schedule. They claimed that 
OxyContin worked for 12 hours: it didn’t and doesn’t, 

Purdue has centered its promotional and marketing focus for OxyContin on the every- 12- 
hour dosing schedule. For example, when OxyContin was first introduced, Purdue stated that 
OxyContin offered a “significant advantage” because “unlike short-acting pain medications, 
which must be taken every 3 to 6 hours — often on an ‘as needed basis,’ OxyContin tablets are 
taken every 12 hours, providing smooth and sustained pain control all day and all night.” 
Purdue’s 1998 OxyContin Budget Plan describes the importance of ql2h dosing to sales: “Our 
marketing research indicates that the most important feature of OxyContin tablets, beyond the 
familiarity of oxycodone, is the q I2h dosing schedule. In all seven pre-launch market research 
projects conducted among 626 healthcare professionals, this was the most compelling reason to 
prescribe the OxyContin Tablets.” 24 

However, Purdue’s marketing materials misrepresented the effective dose interval of 
OxyContin. Many OxyContin patients needed additional pain medication within the 12 hour 
period. This inadequacy was known to Purdue even before they started to sell the drug. One of 
the first clinical trials showed that "half of the patients used IR (immediate release) oxycodone 
rescue almost daily,” revealing that the drug was not able to relieve pain for the full 12-hour 
dosing schedule. 25 Scientists at Purdue and other independent labs conducted a number of 
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clinical tests that found that OxyContin did not relieve pain for 12 hours. (Hagen and Babul, 
1997, Kaplan et ai, 1998.) Thus, it seems clear that Purdue has misrepresented the efficacy of its 
drug in an effort to distinguish it from generic drugs and thereby increase sales and profits at the 
expense of the healthcare and patient communities. 

Purdue was well aware that for many patients OxyContin only relieved pain for 8 to 10 
hours. Instead of telling the doctors to give patients three pills a day, Purdue told doctors to 
increase the amount of drug a patient took every 12 hours without changing the frequency of 
dosing, ultimately leading to a higher dose per day without solving the problem of a lapse in 
efficacy. In a marketing piece for doctors called, “Counseling Your Patients and Their Families 
Regarding the Use of Opioids to Relieve Pain,” Purdue instructed doctors how to answer 
questions from patients who are hesitant to use opioid therapy. 26 One questions posed states, "If 
I develop tolerance to this drug, what’s left for me to take when I really need pain relief?” 

Purdue suggests that a doctor might reply by saying, “T olerance to opioids may occasionally 
occur. Usually all it takes to correct this situation is to increase the dose. Remember, opioids are 
not limited to a “maximum” dose as nonopioids are- an effective dose can be found for virtually 
any type or severity of pain.” 

Increasing the dose but keeping the dose frequency the same does not solve but instead 
compounds the problem. It makes it more likely that the patients will become addicted. When a 
doctor increases the dose of OxyContin that a patient is receiving, the physical dependence 
symptoms increase. Eventually, instead of feeling pain relieve, the patients only experience 
physical dependence and tolerance without getting the benefits of the drug. 
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4. Patients can and do become addicted from taking drugs that were prescribed by 
physicians 

Purdue has maintained that people who take narcotics are not likely to get addicted if 
they obtain the narcotics by filling a legal prescription. As the Rush Limbaugh case clearly 
shows, there is nothing about the prescription process that reduces the addiction danger of opioid 
narcotics. A prescription is a piece of paper and does not affect the way the body responds to the 
drug. I wish it were different. I wish my prescriptions could protect my patients from becoming 
addicted. But unfortunately, and what Purdue denies, is that it can not. But the risk of addiction 
is related to a complex set of psychological and physiological characteristics that are determined 
by the patients. The way the patient gets the drug does not determine whether or not a patient 
will become addicted to the drug. 

Much of the information that I base my statements on are not in the public domain but 
have only come to light as a result of the discovery process in lawsuits against Purdue Pharma. 
This is essential medical information. Purdue should stop hiding this critical scientific 
information from physicians and patients. This committee has the authority and the 
responsibility to make this information public. It should do so, so that doctors and patients can 
make informed decisions about the drugs that they are dispensing and taking. As Justice 
Brandeis so eloquently said, “sunlight is the best disinfectant.” 






DAVID S. EGILMAN MD, MPH 
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INVITED PRESENTATIONS 

Egilman, D.S., Greenberg, Fellini, B, Global Health through Education, Training and Service 
(GHETS): A Network:TUFH Development Program. The Network: TUFH International Conference, 
October 2003. 

Greenberg , }., Hegg, L., Egilman, D.S. Safe Healthcare: A Review of Models for Public and Health 
Professions Education. The Network: TUFH International Conference, October 2003. 

Mugdal, S., Hegg, L., Egilman, D., Goldman, R., Care!, R. Knowledge, Training and Practice of 
Occupational and Environmental Health among Network: TUFH Member Institutions, The Network: 
TUFH International Conference, October 2003. 

Egilman, D.S., Written Testimony before the US Senate Subcommittee on Antitrust, Competition Policy 
and Consumer Rights Hearing, “Hospital Group Purchasing: Has the Market Become More Open to 
Competition?” July 16, 2003. 

Egilman, D.S., Evidence of Continued Corruption of the Epidemiological Literature, APHA, November 

2002 . 

Egilman, D.S., Tobacco Marketing as an Anti-wamings Program, APHA, November 2002. 

Greenberg, J.F., Egilman, D.S., Filling the Primary Care Gap. A Model for Promoting Community-Based 
Education in the Developing World, APHA, November 2002. 

Greenberg, J.F., Egilman, D.S., Globalization and Occupational and Environmental Health: Developing the 
Human Resources to Address New Challenges, APHA, November 2002. 

Egilman, D.S., Connolly, S., Golub, A., QAMA/McGill Corruption of the Epidemiologic Literature on 
Canadian Asbestos Mining. IEA World Conference of Epidemiology, August 2002. 

Egilman, D.S., Bagley, S., The Corporate Corruption of Epidemiology: The Asbsestos, Beryllium, 
Tobacco Industries and the Role of Attorneys and Public Relations Firms, IEA World Conference of 
Epidemiology, August 2002. 

Egilman, D.S., The Corporate Corruption of Epidemiologic Literature and Methods, Annual SER Meeting, 
June 2002. 

Egilman, D.S. AIDS Behind Bars: HIV and Correctional Institutions. World AIDS Day Conference, Brown 
University December 2001 

Egilman, D.S. Chronic Beryllium Disease and the Politics of Occupational Health, APHA, October 2001 . 

Egilman, D.S. Role of Insurance Companies in Industrial Health: Example of the Asbestos Tragedy, 

APHA, October 2001. 

Egilman, D.S., Ludwig, E„ Asbestos Warnings: Who Knew What When and What They Said, APHA, 
November 2000. 


Egilman, D.S., The History Of Warnings By Asbestos Product Manufacturers: Who Warned When, About 
What, And Who Did Not, Andrews Publications Asbestos Litigation Conference, May 2000. 
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Presenting the State-of-the-Art Expert in a Defense Premises Liability Case, A Trial Demonstration, 
Andrews Publications Asbestos Litigation Conference, May 2000. 

Guest faculty. Appellate Judges Seminar Series, “Use of Expert Testimony", Portsmouth, NH, September 
15,1998 

Participant, Institute of Medicine, Division of Health Sciences Policy, Town Meeting on Clinical Research 
in the Public Interest, National Academy of Sciences, Washington, D.C. July 10-11, 1997 

Egilman, D., Health Effects of Silicone Breast Implants: Corporate Misconduct, February 26, 1997 

Egilman, D., Stubbs, C.: Health Effects ofSificone Breast Implants, APHA, November 1996 
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Egilman, David: Lead and Other Environmental Hazards, Grand Rounds, Chariton Memorial Hospital, Fall 
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Egilman, David: Occupational Malfeasance in Department of Energy Nuclear Weapons Production 
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UNIVERSITY TEACHING ROLES 

1992 - 1994 Preceptor, Affinity Group Program, Brown University Medical School, Providence, RI. 

I 995 - Pres. Clinical Instructor in Health Sciences, Bouve College of Pharmacy and Health Sciences, 
Northeastern University, Boston, Massachusetts. Preceptor for Physicians Assistant training program. 

1988 - Pres. Clinical Associate Professor, Department of Community Health, Brown University, 

BIO 168 Health and Politics In Latin America or The Development of Scientific Knowledge in the 
Twentieth Century, 1987 - Pres ; GISP Police and the Community 1998-1999; 

Fall 2002 BC168 Science and Power: A Bioethical Inquiry: History of and contemporary issues in the 
ethics of biology and medicine, with an emphasis on corporate ethics and the history and development of 
informed consent and warnings. 


PROGRAMS AND WORKSHOPS 

2002-2003 The Philanthropy Workshop, The Rockefeller Foundation 
2002 Ethical Fitness Seminar, Institute for Global Ethics 
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©purdue 




Michael Friedman 
on Protecting Patient 
Access to OxyContin 


I was as 
surprised as 
any ol you when 
OxyContin* 
tablets began 
to gamer 
negative media 
attention last falL Out prescription analgesics, while 
extremely successful with physicians and those 
patients who need them most, haw not been house- 
hold names, i believe that those who did know our 
products knew of them for the benefit they bring 
to patients. 


Execatiw Oirector, Public Affaire, and I have spent 
much of the last eight months meeting with law 
enforcement authorities, regulatory agencies, other 
governmental officials, and the media. Many others 
throughout our organization have also been working 
with and educating law enforcement and healthcare 
providers about the need for our products and about 
the responsible use of opioid analgesics, so that 
authorities and health professionals can cooperate 
in the effort to prevent criminal misuse of this 
important medication. 


All that dunged when the print and broadcast media 
reported that drug abusers had discovered that 
OxyContin could be misused to produce a very potent 
“high." Apparently; by crushing the ta Wets, abusers of 
the drug could compromise the controiled releaje 
delivery system, allowing 12 hours ol medication to be 
snorted or injected for maximum rapid effect The 
media report* that tbe medication has now become a 
street drag for some addicts, especially in certain 
area* along the spine of tbe Appalachian Mountains. 
Thii came a a shock, because we had experienced 
almost no abase and diversion in our 1 5 years of 
marketing MS Contin* Ubtett. As lew enforcement 
officials throughout the affected regions of the 
country bepn making arrests in connection wtth the 
criminal abuse sod diversion of OxyContin, the 
media got hold of the story— and OxyContin was 
catapulted into the spotlight. 

We are deeply concerned about the abuse of our 
drag. We are also deeply concerned that sensational- 
ized reports of criminal acts of some may endanger 
access to proper and effective pain management for 
those patients who rely on OxyContin to treat their 
pain. We have undertaken a number of initiatives to 
deal with these issues. Howard Udell, Executive W 
and General Counsel- Or. David Htddox, Senior 
Medical Director. Health Policy: Robin Hogen, 


“We will not allow 
oar patients to become 
the Innocent victims 
in Ms struggle." 


We have prepared this special issue of QPurdue to 
Share with you some of what your company is doing to 
deal with diversion and the problems this is creating 
for patients, physicians. a»d the company. Our imiia- 
live3 are guided by our fundamental commitment to 
relieving the chronic pain of our patients, whose 
interests are being endangered by drug abusers and 
diverters. We will not allow our patients to become 
the innocent victims in this struggle. It iJ distressing 
for all of us to see Purdue’s good name in sensational 
news headlines. At the end of the day 1 am convinced 
that the combined efforts of authorities, health pro- 
fessionals and all of us at Purdue will ensure that the 
legitimate therapeutic benefits of OxyContin realized 
by our many patients ate not jeopardized by the crimi- 
nal conduct of others. 


Michael Friedman 
Executive Vice President and 
Chief Operating Officer 
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Frequently Asked Questions 

Many tcent wricks have contain#} troubling misinformation about OxyContin f We have been wonting 
hard to correct this misinformation, and hope you (tiff find the answers to these frequently ashed 
questions helpful in understanding this complicated public health issue. 


Q , Why didn't Purdue anticipate the current 
* outbreak of abuse and diversion of 
OxyContin® Tablets, and respond to it 
more rapidly? 

Purdue has been working aggressively' to 
address the abuse and diversion problem 
ever since it was lirst brought to the company's 
attention last year. Our 16 years of experience 
with the marketing of MS ContirV* Tablets, anoth- 
er Schedule li controlled-telease analgesic, gave 
Purdue so reason to anticipate that the patterns 
of diversion would appear to be so different with 
OxyCon tin Tablets 

We have been praised by the US. Attorneys in 
Maine and Kenhicty. the Attorneys General of 
Virginia and Maryland, and other knowledgeable law 
enforcement officials for taking a highly responsi- 
ble approach to prescription drug abuse At a press 
conference in Richmond on March f, 2001, the 
Attorney General of Virginia said that Purdue is to 
be complimented for “jumping into this situation 
with both feet" to work on a solution "as soon as it 
learned of tbe problem." 

Q. Has Purdue been questioned by the Drug 
v *‘ Enforcement Administration (DFA) 
regarding Its marketing practices? 

l\s We have met with the Food and Drug 
Administration (FDA) and the DEA, at our 
own request, to discuss our education and pre- 
vention programs that address the abuse and 
diversion problem, and to seek their counsel and 
cooperation in those efforts At a recent meeting 
with the DEA, we welcomed the opportunity 
to explain how we market OxyContin Tablets and 
our efforts to ensure Ihat promotion is proper 
and within approved labeling guidelines. 

We have reached an understanding with the 
DEA on three important points: (J) that 
OxyContin should only be prescribed to patients 
where use of an opioid is appropriate for 
moderate to severe pain lasting more than a 
few days; (J ) that OxyContin should only be 
prescribed by physicians who are knowledgeable 
about the use of opioids in the treatment of pain; 
and that (3) none of the efforts to reduce abase 
and diversion should interfere with the ability of 
patients in pain to receive OxyContin Tablets for 
appropriate medical uses. 

Despite press reports to the contrary, DEA has 
assured us that It is not their intention to change 


I the approved indication for OxyContin or limit 
! prescribing of toe medication to a small group of 
pain specialists. Purdue’s efforts to reduce the 
illegal diversion of OxyContin complement 
DBAs own program, and we continue to writ 
togetoe r to support our common objective: to 
stem the illegal abuse of OnConiln while ensur- 
ing that toe medication remains available to the 
many legitimate patients who rely on it 

Q Have Purdue's marketing practices 
• contributed to the abuse and diversion 
of OiyContin? 

No. Our marketing practices are 
conservative, responsible, and in rigorous 
conformance with the FDA-appfoved labeling of 
this drug. Ever since ISM, when toe company 
introduced our first opioid analgesic. MS Con tin, 
Purdue has been a leading advocate for 
responsible pa» management. Few Hi. medical 
schools currently offer courses in pain manage- 
ment, and we have worked to supplement the 
education okmore than l million healthcare 
professionals iff 'this cdftplfcx science, which 
involves multiple disciplines such as pharma- 
cology, neurophysiology, and neurology. The 
company conducts numerous medical education 
seminars, symposia, and outreach efforts each 
year on appropriate pain management. We 
neither use direct to-consumer advertising 
nor provide analgesic product samples. 



7/ is important foe heolthcore professionals 
to bam bow to minimize the misuse, abuse, 
and diversion of opioids so that these 
effective medications will remain a useful 
and significant part of the management of 
pain. Purdue has a strong, long-standing 
commitment to this education. Our Medical 
Education Department remains dedicated 
to improving patient care and quality of 
lift through programs conducted at the 
national, regional, state, as well as 
international levels," 

— Christopher Neumann, PharmD, 
Senior Director, Medical Education 
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Purdue Pharma's 10-Point Plan to Reduce 
Prescription Drug Abuse and Diversion 



“Dealing with the abuse and 
diventon of QxyConUti has barn 
one of the mast complex dial- 
kn^es of mj career The sake 
fora k on the front line of this 
struggle Fortunately, thanks to 
the cooperation and effort within 
Purdue, we has* ban focused on 
helping patients and healthcare 
prneidm during this time. Ian 
certain that the dedication and 
coopergfanilitpt^ 
during the pa* year will enable 
us to overcome the challenge of 
OxyContin abate" 

• Jim Luif,Vn Sale* 


Without Compromising Patient Access to Proper Pain Control 

Pretcriptioo drug abate h an important public health problem in the United Slates. It affects 
some dmM>aAjtiericaJU-su»re than thoaesoho abase cocaine asidhervin combined. Pursue 
hat created t audtifactted prevention and education program to http redact prescription drag 
abate. Oar 10-point plan tndadet the foUowint inUialioei: 


O CONTINUING MEDICAL EDUCATION 

PROGRAMS we being provided 
furdtie to those regions ol the U5. that 
haw been most a/fected by prescription pain 
medication abuse. These high-quality, noo- 
promotioftti educational programs — which were 
implemented u soon as Purdue became aware of 
the problem — teach healthcare professionals how 
to manage real pain and to reduce the dfverskw of 
prescription drugs by abusers. 


PADS are being offered by Purdue to ■ 
physicians at no cost in regions with the highest 
reported incidence of prescription drug abuse. 

Tb date these pads haw been distributed to physi- 
cians in Maine, Virginia, West Virginia, Tennessee, 
Alabama, Ohio. Pennsylvania, and Florida. They 
will soon be rotted out In Delaware, Washington, 
Missouri, Alaska. Mississippi, North Carolina, and 
South Carolina. 



© MUG ABUS* PREVENT** AMO 
RKJCADON PROGRAMS FOR 
MHDOUSCHOOt S1UOCNTS are 

being created by Puntoe m combat prescription 
drug abuse at die age when many kids statt 
experimenting with dregs and alcohol.' Th« company 
is working with tire Community Anti-Drug Coalitions 


of America and other organisations to educate 
parents, teachers, and students about the social and 
emotional consequences of prescription drug abuse 
as well as its physical risks. 


O OHOID 

DOCUMENTATION 
KITS are being 
offered to help physicians 
assess pain properly and to 
distinguish between 
legitimate patients with pain 
and abusers who preland 
to be in pain. 


i ABUSE AND 
' DIVERSION 
BROCHURES 

have been maled to 
nearly 500,000 physicians 
and more than 60.W 
pharmacists throughout 
the country, presiding 
valuable information 
about preventing 
prescription drug diversion. 


. A MAJOR STUDY 



MONITORING PROGRAMS is being 
underwritten by Purdue Working with the health 
are and law enforcement communities, the study 
will seek to develop a model prescription 
monitoring program that would prevent “doctor 
shopping" by drug abusers and allow legitimate 
patients to receive appropriate prescription 
medicines. 
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O EDUCATIONAL PROGRAMS WITH 
THE LAW ENFORCEMENT COMMU- 
NITY; inducing the National Association of 
Drug Diversion Investigator* (NADDI), several State 
Attorneys General, and the National Assocatkm of 
State Controlled Substance Authorities (NASCSA), 
have been developed to better understand the 
undertreatment of pain and to combat prescription 
drug abuse. 

© RESEARCH on the prevalence and root 
cause of the abuse of specific prescription 
drugs is bang collected by Purdue-sponsored 
researchers so that more effective prevention 
programs can be developed and evaluated 

O CROSS-AO ACER SMUGGLING is being 
addressed in cooperation with the DBA, to 
prevent our products from being smuggled into 
the U5. from Mexico and Canada. Tablets sold in 
Canada and Mexico will lave unique markings to 
enable law enforcement to identify where the 
product was dispensed 

C N ARUSI-RESfSTANT ME04ONES are 

y the number one priority in our research labs. 
Phrdue is spending fens of millions of dollars 
to test and to develop new forma of pain relievers 
that would be resistant to abuse while providing 
legitimate patients with safe and effective pain 
relief. 

Solving the public health problem of prescription drug 
abuse will require the cooperation of many elements 
of our society - law enforcement, schools, parents, 
religjouj organizations, healthcare providers, social 
service agencies, regulatory bodies, and the pharma- 
ceutical industry, Purdue is taking the lead within our 


industry irt addressing this critical social problem 
because we believe it is the right thing to do 

looking ahead, we are working to identify geographic 
areas where drug abuse might spread. Based on this 
analysis, we will intensify our education and preven- 
tion activities in those regions of the country. 

We are deeply troubled by the human tragedy of 
prescription drug abuse and are doing our part to 
help. We are also firmly commiued to keeping pain- 
relieving medicines available. for the millions ai legiti- 
mate patients who need them most. 

We win not bet patients softer in dlence 
We are committed to being true Partners 
Against Fain*. 



"Purdue has ongoing training programs to ensure that all 
our sales representatives and managers fully understand 
the OxyCoruw package insert and promote Use product 
within strictly defined guidelines. We have just completed 
a special training initiative for ISO representatives and 
their managers from regions identified as areas of possible 


future abuse and diversion. In all these propams. our goal is to 
help physicians and pharmacists ovoid abuse and diversion. In Mexico and Canada, we 
have taken proactive steps to reduce the possibility of QxyContin dispensed m those 
countries entering into illicit US channels, and toensm that our representatives promote 
QxyContin based on its approved U.S. labeling. We have changed the product’s marking 
for tablets sold in both Mexico and Canada, and limited larger quantity sales to authorized 
wholesalers, hospitals, and clinics. “ 


— Ron Levine, VP, Sale* Administration 
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Howard Udell on Purdue's 
Partnership with Law Enforcement in 
Fighting Prescription Drug Abuse 


The first we heard of significant abuse and 
diversion of O*)€on(ir»* fobfots were reports 
from Maine last faJL We requested a meeting 
with U.S. Attorney Jay McCJoskey because we 
wanted to understand what was happening. 1 
went to Maine with fcfichael Friedman and Dr. I 
David Maddox m October to meet with Jay and 
other state law enforcement officials. The 
meeting was illuminating. We learned a great 
deal about the situation in Maine and how 
OxyCootin was being diverted into illegal drug 
trafficking. But perhaps the most important 
lesson from that Rrst meeting was that we were 
afl on the same side and could wort together to 
reduce prescription drug abuse. 


“Most people have been 
delighted with oar 
cooperation - and eager 
to work with at 
to ensure that pain patients 
aren’t victimised by 
those who Illegally abuse 
prescription drugs. ” 


Since then, weVe been collaborating with senior 
law eaforcement officials in those regions of the 
country that have been most affected by the 


abuse and diversion issue- We have visited each 
region personally in an effort to understand the 
area's unique problems and develop appropriate 
solutions. Lie Purdue, local law enforcement Is 
committed to dang the ri$tt thing, and only by 
meeting face to face can we develop an effective 
ctaiogue that enables us to work together. 

Maine became the model for our intensive initia- 
tive to tackle the serious public health problem 
of prescription drug abuse. Most of the people 
we’ve dealt with over the past six months — 
indudmg US. Attorneys, state Attorneys General, 
the Drug Foforcenwnl Administration, and the 
U.S. Food and Drug Administration — have been 
delighted with our coope ration and eager to 
work with us to ensure that pain patients aren’t j 
victimized by those who illegally abuse prescrip- j 
boo drugs. In fact, many law enforcement offi- 
cials have asked us to introduce our educational, 
noopromotional programs in their regions. 

These programs are designed to teach physi- 
cians and pharmacists how to spot and avoid 
prescription drug abuse - fww to be part of the 
solution, not part of the problem. Some law 
enforcement officials hive even participated ifl 
our programs. The Ohio Attorney General, Betty 
Montgomery, recently asked us to make a 
presentation at her annual meeting of more than 
1,000 law enforcement officials. 



In the fast eight months, we have visited a dozen 
or more slates and talked with hundreds of 
representatives of law enforcement and regula- 
tory agencies. It has been very gratifying to see 
them recognise our desire to be part of the 
solution to prescription drug abuse once they 
meet us, listen to us, and begin to understand 
that "we want to do the right thing.” Over and 
over we hear the same refrain: “It’s so refresh 
tag to meet a company Butt wants to work with 
us to help solve this problem.” 



* The highest priority tor International Research 4 Development is to deoelop products that art as effective as 
opioids for pain relief bat hoot reduced potential for abase. Our efforts include several approaches. One 
approach is to develop opioid analgesia that have inherently low abuse potential Another approach is to 
develop products that are effective for pain when taken as directed but are tmapfmhng when tampered with or 
abused. Six different product development teams have been formed to pursue (hast approaches. Further in the 
future ere oar research efforts to discover new analgesics that hoot Dttk or no abuse potential 
"The fat product emerging from our development efhets has been submitted to the FDA for approval tnaddi 
Son, discusstons an taUrrg piece icdth the FDA one second product -a aurtmiied^eiaw rutycodo^ 


opioid antagonist that is undatabk to addiett Since the opioid antagonist will only be released if the product is abused, patents using 
the product a directed will not ba exposed to the antagonist.’ 

lA/e rmd to mind houamthtd then an difHiMtikcivudagktd turd rml<^ challenges ahead of us, and 


mojiuH-ntady products art still tame time away. " 

— Paul GoJdeahelss, MD, Executive VP, Worldwide Research and Development 
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The Decade of Pain 
Control & Research 
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last October, the U.5. Congress declared the 
10-year period beginning January 1,2001 to be 
the “Decade ol Pain Control and Research.'’ 
This is only the second Congressionaliy 
declared medical decade in history — the first 
being the "Decade of the Brain" in the 1530s. 
This important development is helping to brins 
the need for pain medicine to the attention of people in both the public 
and the private sectors. 


* pM° V 


The American Academy of Pain Medicine, an organhation representing 
physicians who specialize in the practice of pain medicine, released the 
following statement on the diversion and abuse of controlled substances 
at tf* annual meeting in February: 

it We are very concerned and strongly opposed to the 
drversioo and abuse of controlled substances and sup- 
port law enforcement efforts to stop these criminal 
activities. However, there is an issue of greater Impor- 
tance topubfi? health resulting from the inadequate 
treatmei^of pafi^yrittvserious pain disorders. 

To help prevent these problems, the American 
Academy of Plain Medicine worked with the U.S. 
Congress to declare this the Decade of Pain Control 
and Research, worked with the Federation of State 
Medical Boards to create a clinical guideline for the 
appropriate use of opioid mediations in treating pain, 
and is developing an educational program for primary 
care professionals on pain assessment, opioid usage, 
and detection of addiction and prevention of 
diversion. 


Miltioos of people have suffered unnecessarily 
because of barriers to effective pain treatment 
Exaggerated and unrealistic fears of addiction are para- 
mount among these barriers, which shook! not he re- 
erected ro response to publicity regarding dreg abuse. 
Physicians should not be afraid to provide adequate 
analgesia when able to do so. and patients wfth acute 
pain or pain from cancer, AIDS, and other serious dis- 
eases should not fear the use of opioids, which are safe 
when used appropriately 

Experience and investigation have shown that when 
opioids are prescribed and used appropriately in the 
treatment of pain there (s minimal danger of creating 
an addictive disorder. Evidence to date indicates that 
substance abuse problems have not increased as a 
result of the increased availability of therapeutic opi- 
oids. The public health problem represented by misuse 
of prescription opioids is miniscule in comparison with 
that of untreated and unrelenting pain. ff 


Glossary of Jems 


A’buso (9 byou/J Abuse «s the inten- 
tional jeff-idmifiistration ofidwgitu 
manner that deviates from prevaing 
societal norms. Examples of abuse 
include: 

• Alcohol (legal drug): driving 
wh4e intoxicated 

• Herein Mlicr! drag): any use 

• ftescription opioid (legal media- 
&»): parenwif«e of oral formulation 

Al people suffering from untreated 
addiction abuse drugs. Howevet ah 
people who ab«se (hugs do nor suffer 
from addiction. 


Ot-W-slM (di vurizhan) Diversion is 
any act that results in a prescription 
medication ora precursor chemical 
being conveyed out of a legal distribu- 
tion system, til is applies to both con- 
trolled substances and uncontrolled pre- 
scription drugs. 

Some examples of diversion indvde; 

• Theft from a manufacturer, 
wholesaler, dbpenset or patient 

- Obtaining meditation by prescription 
fraud 

• Consuming media bon prescribed for 
someone else 


ftUs-ttU (mis ytts) Misuse Is any legal 
use of a medication that varies from 
accepted medkal practice. For example: 
- A physician prescribing a twke-a-day 
medication to be taken four times 
a day 

• A patient taking eight 600 mg 
Ibuprofon per day for pain relief, 
without being aware of the risk 
entailed 


Tof-nr-tnca (tol'w wu) Tolerance is a 
state of adaptation, induced by repeated 
exposure to a chemical, that results in 
the (Smmution of at least one of the 
drug's efforts. Tolerance to the affects of 
opioids develops vjnably. Tolerance 
to respiratory depression typically 
develops early In therapy, whereas 
tolerance to constipation rarefy 
develops at al. 

When drugs are abused, tolerance to 
euphoria develops rapidly, driving the 
abuser to employ pregressfoely larger 
doses. 

Tolerance, though commonly present in 
addiction, is nor addiction 

Pfeyttcal (fl2 r t M 

di pen'dsns) Physical dependence Is a 
state of adaptation, Induced by repeated 
exposure to » chemical, that rs mani- 
fested by the emergence of a drug* or 
dass-spedfk abstinence (withdrawal) 
syndrome by: 

• abrupt cessation of exposure, 

-rapid reductkmofthetkntor 

• administration of an antagonist. 
Physical dependence, though commonly 
present in addiction, is not addiction 
Rather, ir is an expected consequence 

of repeated exposure to certain 
medications. Including opioids, 
benzodia repines, some ami-hyperten- 
shre^and caffeine. 
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for Dr.Haddox 
Balanced Media 


Many people find traveling the Appalachian 
Trail to he a great way to unwind ~~ but for 
j, David Haddox, DOS, MD, Purdue’s Senior 
Medical Director of Health Polity recent 
trips up and down the spine of the 
Appalachians have been anything but 
relaxing. A na&e of West Virginia, David is 
a specialist in both addiction and pain 
management He has been spen$ ng a good 
portion of bis time visiting the communities 
most affected by the abuse and diversion 
of OxyComm® Tablets — meeting with 
community leaders and law enforcement 
officials to discuss ways in which Purdue 
can help manage the critical issue, of pre 
scription drug abuse.'; In the eight-month 
period from October 1, 2000 through May .31, 
2001, David spent- 122idays on the^oad^.^ 


alone in this intensive effort," he says. “In 
fact, IVe never seen such a remarkable 
example of teamwork before. People 
throughout the company are working 
together in the effort to reduce the abuse 
and diversion of OxjContin. and I’m 
extremely grateful for the support I'm 
getting from my co-workers, my supervisors 
— and my wife. 

"And perhaps most important," David adds, 
“I’m very, very committed to what this 
company stands for. We have a product that 
has been a boon to the quality of life for 
endless numbers of people. That product is 
being disparaged, and l don't want to let 
that happen.” 


including weekends. It's a good thing for Purdue, and for 


" i : millions of people ia pain, that he 

What keeps David Haddox going despite this doesn’t 
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Pamela Bennett 
Advocates 
for Patients in 
Pain — and Their 
Families 

iVe seed to educate aod inform ojrietea so 
we can empower the roiihons of pain patients 
who are without a voice,” says Pamela Bennett, 
RN.BSN. 

‘The media frenzy ewer the abuse and diversion 
of OxyCbntw* ThWets is evoking a variety of 
emotions from patients,'' Pamela adds. “Some 
are angry at the thought that drug abusers would 
be allowed to ‘rob’ them oi a medication that his 
given many of them their lives tack. Others fear 
being left without good pain retie!" 

Ever since Pamela joined Purdue in January as 
Director of Mraacy, she has been wotting 
tirelessly to align the company with grassroots 
efforts to combat prescription drug abuse. In 
addition to harnessing the energies of patients 
ahd their families, she reaches out to people who 



▲ fiamek Bennett meets with Stesxn Steiner (right) and Robert Layman 
of DAMMADD (Dads and Mad Mom* Against Drag Dealers). 


have lost their iowd ones througi drug abuse 
-making sure that their efforts are focused oo 
the social problem of drug abuse rather than 
Wtifying any one drug. When Pamela became 
aware of the website “Oxyftlts.com,” for example, 
she contacted the Bisch family, whose 18-year-old 
son Eddie had died from an overdose of several 
drugs. A coupie of months later, recognizing that 
Purdue was working turd to combat drug abuse 
and educate people about the appropriate use of 
prescription medications, the Bisch family 
changed the name of the website to 


"OxyABUSEkiiis.com'' and wrote: “OxyContin is a 
great drug for people who need it and use it 
properly under a doctor's supervision BUT this 
site is about its DEADLY dangers when it is 
MISUSED." 

Pamela is also working with DAMMADD, an 
organization co- founded by Steven Steiner, who 
lost his son to a drug overdose. DAMMADD - 
"Dads and Mad Moms Against Drug Dealers" - 
raises bounty money for people who turn in drug 
dealers, and Purdue has pledged 550,000 to help 
in this innovative effort. 


• What the Pain Patients Say * 


For years we hive heard tram patients about 
hem effectively ChcyCondn* Is managing their 
pah. Thee encouraging lettervphone cafe, and 
e-fTwfc confirm why we're doing wtet we da But 
wrwdocwrcfuwoWuJtfwth^ 

| pjtientt to drugs they regard as less effective 
I because the nudb has matte QxyCo^ 

! vmU drug There are reports of pharmacies that 
| wW no longer any the drug fa the* patients. 
Each day vra receive hiirt-raodlng letters f«m 
patients who tear that it wHI became moreddR- 
adtfw them to obtain relief from their pain. Here 
are a few examples of what the patients haw to 
sayaboutOxyContin; 

•MyMeLstatowy i cddra q billto in d di Mf 
stnqftottiantvettaiiMfc. OqClHhlwIlN 
the imtf med hatta e that h« lp « rif tafl e an t fr , i 
MNilyiMonvIifMailtMiteNiM 
mmttaf by toewatmptws. I dart taw* 



1 moM a back taMr taw yen age aed 
MfltawkhterrtatadMMkpata. I an 32 pan 

MM«verratIlstaftod»ta«teyCortfc. 
tkjCeatoik • weoderhd tawf as ktowfiotts' 
mypete.Tlfc ha yeed dray w i t h hHpdri 
prape rt t m adwe property totaa-ta eaen cM 
on fbn a poem their Bf> bed.' 


TWtoOryCratfcuttaMftata amend hec»»*l 
drat kMt> tiki dtopitKripJlenpjeft**. m 
M«abta tower! and rajeyKthiMHwtth my 
ftrafty. ttaeyeenaf»lceeMi»etTW* mi d ln - 
ttan tarn sand my Ife.' 


Twrahjuredifci yean ap* aed tried tatty pain 


cBRstaet aed intense pita «rl be myftitttra.wd 
myWpprtfcarfcwfirtvtf hapiwntomy J 
cbic frea tf I era ra tender tarn far them/ j 

Thepe tom altlm bed preotorattf* atone af | 
(Mi medtotomen the stmts doesn't affect the ; 
jopply to theee of m that need It to enter to 
hraetha and net «nam in pain wMi every 
Rtte me**/ j 

‘Mylta wiMidbewdraokalywonw wWteot | 
tot ttseofOxyCratta. hot becaura then are 
etoan take atone toe dray, ftshrafctaT tent 
tfweew heri ee d lttolraamraeo ra rtaf ta Me j 
He. tfthsahwMrs da wK have access to thtt 
a n ymw e. theywM ju afrtosawetfiincietsa." 


MetMeyweftedtfl<kyCantir%aedurtifc>»tto 
taf vdm al toa pata awe* k makes me mare 
mtafertobto and afews me to pet a into sleep/ 


Tararar y sora d toeHeydactoeeHl d eraratam 
tratataypata«ttoOr)<Mtk. I an to torn that 
■ylfcwl be dumped forme suffvrin| 


1 am petrified that I might eat be able to find a ] 
stortor t® fa nd o m m treatment espaciily wirii | 
aft toa nepattoe pres* swvwmdtog OxyCeetfc. 
lwert»toMhaBnaweek*ndwW»MtpfOper ] 
pata (Mtrai t dentfcaeer if hewddkeeUe to 
rnnrimiehitainiijrt* 


eff the marine.* 
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Frequently Asked Questions continued from Page 3 


r\ k ct true that OxyConlin t$ 3 dangerous 
drug that gives a *heroin-fike*frigh? 

A. Heroin is an illegal drug with no legitimate 
ri * medical purpose; it is taken onfy to get 
"h(Sfi-"0*yCootin is an FDA-approved medica- 
tion which, when taken orally is slowly absorbed 
into the Woodst/eam and provides pain relief — 
not a “high " Cases cited to support this erro- 
neous charge are invariably instances of willful 
abuse, not patients taking the medication under 
the direction of a physician. 

■Dse U5. Attorney lor the Eastern District of 
Kentucky, who recently directed the arrest of 
JOT dreg traffickers, said that “OjqContm is a 
good product that plays an important rote m 
medicine — - die problem is that there are had 
people doing bad things to a good product' 


Q. ft Purdue pfenning to reformulate 
OxyContin to make it less appealing 
to abusers? 


At We are spending millions ol dollars on 
the research and development of pan 
relievers that will be more resistant to abuse 
and diversion and at the same time safe and 
effective for legitimate patients, Purdue began 
this research effort before it first became aware 
that OxyContin was becoming popular with drug 
abusers in a few parts of the country. This is not 
an easy project, and it will take years of research 
plus tall FDA evaluation before these drugs can 
be brought to market 




"The media business today is extremely 
competitive, with reporters under pressure 
to develop eye grabbing stories that sell 
newspapers and drop TV viewers. 
Unfortunately, stones about patients getting 
their lives bach thanks to an important 
medication tike OxyContin are not as sexy 
as stories of drug abusers discovering the 
newest 'high.' We find ourselves in the frus- 
trating position of remaining champions for 
the silent majority of patients whose stories 
are not being told and providing balance to 
the sensational stories of addiction and 
abuse that hove portrayed OxyContin in 
a negative light 

“Recently the media is beginning to be 
more balanced and to focus more on the 
patients' side of the story. ” 

— Robtn Hogen, 
Executive Director, Pubfk Affairs 
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OxyContin: A Sense of Balance 

By John Burke 

Director: Warren County. Ohio Drug Task Forte 

Mired Commander, Cincinnati Police Pharmaceutical Diversion Squad 


the recent news media barrage on the abuse 
of OxyContin has caused in acute awareness of 
the drag’s potential for thus*. The news of over 
200 people arrested in eastern Kentucky and 
southwestern Virginia slammed into {be head- 
lines earlier this year. 


exactly what drag diverters crave in their daily 
pursuit of another 'fix' This method is nothing 
aew- Percocet, Percodan, and fykn have all 
been abused this way for years. We have encoun- 
tered addicts injecting 80 to 70 pills a day to 
satisfy their habits. 


Prior to that Maine and Ohio had indicated signif- 
icant patterns of abuse of OxyContin. The to 
that this new bit during February — ‘ sweeps" 
month — only faded the media fire. 

Scores of diversion "experts" (including myself) 
were bombarded with interview requests by the 
local and national press on the OxyContin issue. 
Most of my peers that i spoke with were frustrat- 
ed with the media when being interviewed. The 
media were anxious to hear stories of OxyContin 
abuse, but were largely disinterested in com- 
ments that tbe drug had a very legitimate function 
with the vaat majority of its user*. •. . * 

(tort McwtoiyfMttgftu (tear 

I recently invited a local television station to 
spotlight a pharmaceutical diversion investigator 
who I hired to address the overall problem of 
prescription drug abuse m our county The TV 
crew photographed the Investigator meeting 
pharmacists in our county and slowed him a brief 
statement about drag diversion. The reporter 
then asked me specifically about OxyContin. I told 
him that I did not knew how much of a problem 

the drug was in our area; my new investigator 
needed some time to wort on cases before mak- 
ing such a determination. 

The story aired two rughts later, and f knew as 
soon as I saw the promotional piece that there 
was « problem. The story strongly insinuated 
that I hired an raves tigator specifically because of 
the OxyCofltm abuse issue! This, of course, wax 
tdalfy untrue, but rebuttal opportunities are few 
and far between. 

tayCowtiaAbiH^ 

When abused, OxyContin is crushed tad either 
snorted or prepared for injection into the body. 
Italkwtheatxjsertogetarajhofoxycodofle-- 


Of course, this mechanism of action is exactly 
the opposite of what the legitimate pain patient 
receives when taking OxyContin orally. The 
oxycodone is released gradually during the day, 
providing the patient with a steady supply of pain 
relief, allowing the patient the ability to be a 
functional part of society. 

While recently visiting a large private pharmacy 
out West, I had the pleasure of meeting a nurse, 
wbou an employee of toe pharmacy; counseled 
pain patients. I had the chance to talk to her and 
watch her work for a few hours. It was obvious 
that she had a passion for her job, and did it very 
well It was only later that she told me that each 
diy she took two time-released oxycodone and 
wore a fentanyf patch because of chronic pain 
problems. So much for the stereotype view of the 
drugged chronic pain patient! 

SoMteg At OxjCMrtkt JUnm fnbitm 

So what is the answer to this dilemma of dm# 
abuse and legitimate pain patients? I think it’s 
important to remember that OxyContin is only the 
current prescription drug of abuse getting media 
attention. Hydrocodone has long been the num- 
ber one prescription drug of abuse, and uaualy 
overshadows the oxycodone products. 
Bennxfiarepines fee, aipraiotam and diaxepam) 
are another huge source of abuse in the prescrip- 
tion drug world. 

Therefore, the answers to reducing OxyContin 
abuse are the same answers for reducing pre- 
scription drug abuse in general. Education should 
be one of the top priorities for the general public, 
law enforcement and maybe, most importantly, 
health care professionals who prescribe con- 
trolled substances. 

Health care professionals need to become more 
familiar with bow to detect and prevent drug 


diversion ro their practices, little, if any. educa- 
tion is provided in medical and pharmacy school 
to prepare a health care professional for die 
tactics employed by the professional drag seeker. 
Therefore, it is up to the indivktukl health care 
professionals to educate themselves and to 
always remain alert 

Health care professionals should also always 
cooperate with law enforcement and regulatory 
agencies in identifying and prosecuting drug 
diverters - wen if the drug diverters are other 
health care professionals. Physicians and pharma- 
cists trafficking in prescript too drags commonly 
affect hundreds of their ''patients’ by perpetuat- 
ing their addiction or presiding thousands of 
dosage units to be sold on the streets. 

!n turn, law enforcement agencies need to devote 
more resources to the problem of prescription 
drug abuse. This is a significant drug problem in 
every area of the United States. The 2W arrests 
! made recently in Kentucky and southwest Virginia 
highlight the positive impact law enforcement can 
have on prescription drug abuse, but such action 
needs to be taken is every state, 
finally, afthoutfi we need to be aggressive when 
pursuing those who would divert or sell pharma- 
ceuticals, we also need to make certain we do not 
adversely impact legitimate pain patients. We 
must remember that probably the majority of all 
pain medications are taken properly ty legitimate 
patients. A fringe group has recently called for the 
remewf of OxyContin from the market because of 
Its recent abuse statistics. Instead, let us not give 
criminal prescription drug offenders the power to 
dictate any of the prescription drags practitioners 
prescribe and pharmacists dispense. Eliminating 
proven pharmaceuticals is not only dangerous, 
but is the equivalent of “throwing out the baby 
with the bath water-" Instead, Jet’s go after the 
abusers while safeguarding those patients who 
are in legitimate pain. 


XafrtaM courtesy of 
Pfmrmmy Aw* April 2ttt twee. 
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January 27, 2004 


Congressman John Mica 
U.S. House of Representatives 
2445 Rayburn House Office Building 
Washington, DC 20515 

Dear Congressman Mica: 

It has come to my attention that there are hearings scheduled 
concerning "regulatory and other matters related to pain management 
advocacy. " I would like to testify on behalf of my patients who are 
functional and working because pain medication is available. 

I am a physician who practices the medical management of pain. My 
average patient has chronic non- cancer pain and is working full time 
with their pain managed with opioid (narcotic) medications. My 
patients would be on disability without access to these pain 
medications. My patients live in fear of the possibility of 
regulations, which would prevent them access to their medications. 

My patients are NOT drugged up addicts but rather people who work full 
time as teachers, physicians, nurses, and executives. My patients are 
NOT lying on the couch collecting welfare but rather helping you when 
you buy a car, go into a 7-11 or build a house. Pain medications allow 
them to have full complete lives caring for their families and building 
our communities. Without treatment, many would be not only non- 
productive but also suicidal. 

We all desire to prevent abuse of narcotic medications. More 
regulations will limit access to patients who are functional only 
because of the medications. A state-wide reporting system (such as 
Kentucky's) would enable us to track all prescriptions obtained for 
controlled substances would aid in diminishing abuse of these 
controlled medications. I speak throughout the country to physicians 
on regulatory issues surrounding controlled substances. I understand 
the "Kentucky system" works well. 

I emphasize with anyone who has lost a loved one because of a drug 
overdose. I lost my 23 year old son because of "drugs" and nothing is 
more painful that losing a son. As a physician, we check every patient 
for a criminal record. We work closely with local law enforcement. We 
maintain strict guidelines for our patients. We mandate that they use 
one pharmacy. We request that all controlled medications be kept in a 
safe and labels destroyed before discarding empty bottles. The most 
important message is that we must differentiate between appropriate 
drug use and drug abuse. 


My background is internal medicine, oncology and before being a 
physician, I was a nurse in a burn unit. I have spent over 20 years 
caring for patients in pain. I prescribe OxyContin (as well as other 
pain medications.) I am probably one of the "biggest writers" of 
opioids (narcotics) in the country, a fact for which I am neither proud 
nor ashamed. My patients would give everything to be cured of their 
pain, but until that is a medical reality, we need to guarantee that 
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they have the medications necessary for an acceptable quality of life 
and a productive life. 


Mary Stegman, MD 
Cypress Pain Management 
9371 Cypress Lake Drive, Suite 14 
Fort Myers, FL 33919 
239-415-1900 or cell 239-849-6050 
keisha@pol .net 
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Statement of 
Abbey Strauss MD 
1050 NW 15 lh Street, #207 
Boca Raton, Florida 

I am a physician in South Florida. In the course of my practice I treat many people with 
chronic pain. 

At the risk of some redundancy, a short historical overview from my point of view will 
provide a basis for my opinions, 

I have treated chronic pain patients for over a decade, and I recall how difficult it was 
many years ago to get the care these people needed. I recall thinking how we had the 
tools to make so many of their lives better, but because of fear and misinformation, they 
were left to suffer. The agony for many of these people was that treatments for their pain 
were not esoteric or complicated - in fact, proper medications were already available. 
Patients would tell me that their continued suffering was in response to people who 
misused opiates. That was one of the big educational problems -- the challenge for 
medicine and the regulatory agencies was to acknowledge that the mere use of an opiate 
did not carry the assumption that the patient was addicted (in the classic definition) to the 
drug, that the doctor was not simply maintaining an dysfunctional addiction, or that the 
doctor or patient were associated with the seedy side of life. The fact was that the same 
drug - a narcotic — was being used for two very different purposes. This ought not to 
have been such a difficult concept to grasp. After years of educational efforts, things did 
fortunately get better by the mid 1990’s. 

The problems blocking adequate care disappeared for a while. Fears from lack of 
education or the attitude that opiates were not safe tapered to the point where people got 
the care. But once the door opened, the pendulum swung too far. Unscrupulous doctors 
and pharmacies (and recently the internet ones) took advantage of the more accepting 
clinical milieu. Many worked using the pretense of clinically questionable pain clinics or 
practices to funnel narcotics to inappropriate patients. With the rise of the abuse, the 
media found material for scandalous sounding stories. Some government agencies then 
exploited overgeneralizations from the “war on drugs” to foster a sense of fear, deceit and 
old fashion opiodphobia back into the pain treatment world. 1 personally spent many 
hours on television, the radio and in the press, trying to keep the balance so people would 
see that the majority of opiate users were completely legitimate. The larger world of 
careful doctors trying hard to work with real patients was being lost within the yellow- 
journalism. Media over-played the problems but underplayed the equally profound 
benefits that this same medication was also saving more lives than it was ruining. 

The real problem before this committee resides in how or why the drug is used. Improper 
narcotic use is not a new problem, but the source of the narcotics shifted. The media’s 
headlines were not about the absolute differences between the motivations for using an 
opiate. As noted above, this is the circumstance of two groups who use the exact same 
medications but for two very different reasons. The use end points are not the same, and 


Page I of 6 Statement of Abbey Strauss MD 
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this reality had been lost. Years ago this reality was lost, and I hope it will not be lost 
again in new legislation that is the response to the improper prescription, selling or use of 
opiates. We cannot set back the comfort zone in which good doctors treat honest people 
in chronic pain. 

The other major historic hurdles for the pain treatment community was to convince the 
larger community that needing opiates was not a sign of psychological weakness (in that 
they were not strong enough to carry though in spite of the pain), that needing these 
medications was not a indicator of some other psychopathology, or that any particular 
dose was an maximum or acceptable dose. 

The high costs of these medications also led to additional tensions between patients, 
doctors and insurance companies. These are usually long term use items whose 
cumulative costs are quite high. 

Medicine has shown many times that the necessary therapeutic dose ranges between 
individuals may be quite wide. No one can automatically assume an inappropriate use of 
any medication simply by looking at the quantity used. Ask any psychiatrist about the 
needs some patients have for unusually high doses - the answer will be that some people 
need them. When this is looked at scientifically, we now know about the role of variables 
such as hepatic metabolisms, absorption differences, concurrent medications and protein 
binding issues, possible genetic differences yet beyond our understanding, and so on. 
Sadly, the often “public counting of pills” has become a flag that insults the legitimate 
patient and frightens others. Newspapers often report that someone got "thousands of 
tablets,” assigning to the number a meaning that in fact might have no clinical 
foundation. It is a common scare tactic. Fortunately the enlightened medical community 
and sophisticated pain patients are aware of this. That some people need such large 
quantities is suggestive of at least two reasons - (1 ) the medications are not manufactured 
in large enough dose formulations', or (2) there are many people who need these doses 
for therapeutic effect.. The concept of what a proper or average dose is too limited and is 
based on a unrealistic or biased framework. Indeed, some people respond to unusually 
low doses of medications 

The key issue here, and one which is a central theme to my comments to the committee, 
is not just the fact that many people use these opiate medications, regardless if they are 
using large or small doses. Rather I hope the committee will absolutely capture the 
pivotal concept of knowing the motivation for anyone using the medication. The 
measurable end point to treatment is the change in the person’s quality of life. The 
number of people who’s lives are better with proper narcotic use far outweighs the 
numbers who misuse the medications. That needs to be painted to the regulatory 
community in the most graphic ways. 1 also emphasize that any recommendation from 
this committee to control the misuse of the medications must not unrealistically hinder or 


1 Some the cost of the branded formulations is so great that people have to use less expensive, and smaller 
dose forms (i.e., a 5 mg tablet rather than a 30 mg one). If the generic is not as good (which many people 
report), then the absolute quantity needed for equal benefits may be considerable, compensating for the loss 
of potency in the generics. 
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burden the process needed for the legitimate doctor and patient to do what is necessary 
for that better quality of life. 

My personal algorithms is based on a simple statement: that the legitimate patient uses 
the medications to return to life, while the addict uses the medications to escape from life. 

One problem is knowing how to trust a patient. Pain is so subjective. For a long time the 
general assumptions was that patient had to prove that their pain was real. So patients 
struggled in convincing doctors they were “for real.” Initially doctors were skeptical 
because of their own under-training or ill-founded biases, and in combination, patients 
often did not get adequate care from a single provider. So they would go from doctor to 
doctor. This has been called pseudoaddiction, and it has virtually disappeared as doctors 
felt more skilled and comfortable in managing pain cases. One clue to the difference 
between a proper and illegitimate patient is if the doctor hopping continued in spite of the 
doctor giving realistic doses. The patient no longer had to go from doctor to doctor to get 
a quantity of medications genuinely needed for pain control. If the patient continues to do 
this in this day and age, it is more suggestive of improper medciation use than 
pseudoaddiction. This is usually not reflected in the media exposes about narcotic use. 

A fair number of my psychiatric colleagues treat pain. The reasons for this are that as 
psychiatrists, we can better handle complex cases of emotional turmoil from the impact 
of pain on someone’s life, as well as knowing better how to fine tune medciation use. 
Also, our exposure to the causes and management of addictions is much greater than 
many of our non-psychiatric colleagues, should this be an issue in a particular case. We 
also tend to spend more time with patients, getting to know them, teaching coping skills, 
etc. Most of the cases I’ve read about when a doctor is over prescribing (or mis- 
prescribing) narcotics is when the doctor is not a psychiatrist or when there is no effort to 
establish a therapeutic relationship. The time spent by them with a patient is much less, 
and there is much less energy spent to addressing the larger issues of a person’s life. One 
variable here is that most insurance companies strictly limit any psychiatric benefits, so 
many people have to go elsewhere for treatment. 

Over the years only a very few of my patients have not been honest with me. Eventually 
the dishonesty becomes evident and I have been forced to ask them to leave my practice. 
This usually follows if they refuse to accept the reality of what they are doing, or if they 
refuse to modify or seek the needed treatment for the associated problems unpinning the 
dishonesty or the improper use of medications. This is a very small percentage. I would 
like to offer the committee a pie graph reflecting this statistic, but in absence of a graph, I 
would estimate that I have had only 1-2% of all my chronic patients not be honest with 
me or who attempted to misuse my willingness to treat their pain with opiates. The reason 
for this is that I try to spend time with them and to get to know them. 

Concern has been voiced that the opiate producing pharmaceutical companies have over- 
promoted the use of their products, which in turn allegedly fostered some of the improper 
use of the medications. While in fact the company does have a sales force, the vast 
majority of physicians simply listen to the drug representatives as a source of information 
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and then apply that information to their patient’s clinical needs, A prescription follows 
only if it is appropriate to those needs. 

In the recent Ft Lauderdale Sun-Sentinel series called “Drugging the Poor” the reporter 
addressed the improper use of medications. He listed doctors and pharmacies that were 
very high prescibers of narcotics. He spoke about the tremendous costs of providing this 
care to the Medicaid system. There was very little in the piece about the real benefits of 
these medications. There was not enough emphasis that the medication costs to the state 
are the product of the pharmaceutical industry’s prices. Indeed much of the cost factors 
would be diminished if the medications simply cost less money. The implication was 
clearly made that anyone properly involved in the use of these medications was also, 
somehow, motivationally similar to the prescribing doctors, pharmacies and patients who 
were abusing Oxycontin's availability. The reporter emphasized the problems with those 
doctors and pharmacies (and indeed some real problems existed) without adequate 
attention to the fact that perhaps some, if any, of the patients under the care of those 
doctors, did in fact properly benefit from pain relief under their care. 

I would offer the following recommendations: 

1 . Recognize that chronic pain is a real and is often under treated in our country. The 
reason for this is mostly fear and lack of knowledge on the doctor’s part. The 
benefits won over the last several decades must not be lost in an effort to stop the 
relatively few who are improperly capitalizing on the more accepting environment 
for pain treatment. This accepting environment is actually the acceptance of the 
use of opiates. 

2. Allow schedule 2 medications to be sent electronically to a pharmacy. Patients 
would be required to use only one pharmacy. This would eliminate all fraudulent 
scripts. Sufficient internet security exists to encrypt the prescriptions. No written 
prescription would be given except for small amounts (such as after a tooth is 
pulled) or in a one time emergency. 

3. A computerized monitoring system should be established to follow narcotic 
prescriptions. When a prescription is presented to a pharmacy, the pharmacy’s 
computers will compare it to a data base. If some question about dosing changes, 
refills or other irregularities appear, then the data base will notify the pharmacist 
who can then call the doctors for clarification. The data base would tell the 
pharmacist from which doctor the patient was also getting prescriptions for 
narcotics. I do not think this data base needs to be open to law enforcement since I 
believe it will self-police the use of narcotics. It would simply be impossible for 
someone to get multiple prescriptions or to forge a prescription. I believe Purde 
Pharma has offered to fund such a program in Florida. 

4. The above recommendations will do little to prevent inappropriate prescription 
use if the same doctor is giving a continuous supply to an inappropriate patient. 
This is a much more difficult problem to address. The telling factor cannot be 
merely the quantity of medication used. Proof that legitimate pain is being treated 
must be available. An unbiased but experienced committee may be needed to 
review the case. Care must be made not to assume too early on in the doctor- 
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patient relationship that improper medication use exists - it may take time for the 
patient to find a balance between pain control and getting their life in order. This 
may allow for some inappropriate use to continue for a while. Issues of patient- 
doctor confidentially will arise. The central issue for any judgment on a potential 
misuse situation will be on how the medciation is affecting a person’s life over 
time. That must be reflected in the clinical notes. Treatment must be followed 
over sufficient time for the patient’s life and dose to stabilize, as well giving 
enough time for the patient to leam to live with the pain, the establishment of 
coping skills, and other interventions to better control the pain and it’s impact on 
their lives. Pain treatment is a time consuming process. High dose chronic pain 
patients may have to accept the knowledge that their medical charts may be 
reviewed. Additional levels of confidentially protection may be needed if a 
psychiatric process is also occurring. This is the problem with dual diagnosis 
treatment - a patient with pain and perhaps history of substance abuse deserves 
treatment for the pain, but this combined treatment approach must be done by 
those able to do so. Any potential for a formalized outside review of the treatment 
plan must be carefully tooled so as to not chill a patient’s comfort in being honest 
and addressing the more intimate aspects of his life and problems with his doctor. 

5. I believe that the availability of Oxycontin did not in and of itself create new 
onset narcotic abusers. The propensity to misuse the medication existed before 
hand. Some of the abusers were narcotic addicts who benefited from a 
pharmaceutical grade drug supply, and it was certainly medically and legally safer 
to get the medciation from a doctor and pharmacy than on the street. This applied 
to using not choosing to use other narcotics as well, such as heroin. I’m certain 
that a certain percentage of Oxycontin users were recreational or experimental 
drug users. I’m also certain that some people use it because of the socially lax, 
dangerously permissive and attractive attitude that exists in our culture about drug 
use. The psychology, biochemistry and sociology of substance abuse is complex, 
massive and still not able to prevent substance abuse. But I would recommend 
that programs be given to teenagers and young adults for jobs and schools, and to 
make them integrated parts of a community. We need to study and leam from 
those cultures which have less of a substance abuse problem, and we have to be 
willing to adopt some of the lessons from those cultures. 

6. Many substance abusers may also need long term mental health care, but many 
have no or limited access to it - this needs to be changed. Likewise, little can be 
done to prevent a physician or other person from willfully choosing to practice 
improper medicine. The Medical Boards must address this problem. Physicians 
should be required to take pain management courses for license renewal. 

7. For the most part this is not a problem whose solution lies in law enforcement 
outside of removing those who intentionally capitalize in the trade of improper 
prescriptions. Law enforcement can work with health care and educational 
resources. Ultimately scaring people with legal consequences to substance abuse 
has failed - the number of people incarcerated for drug problems shows this 
approach has failed. We feel good too easily by sending law enforcement officers 
but historically this approach has never worked. If we had as many social workers 
as police officers, then perhaps we might have a chance to correct the problem. 
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8. I also recommend that additional funds be allocated into research for new pain 
treatment modalities, into more research on substance abuse, and into providing 
additional money for proper substance abuse treatment. 1 also recommend that 
monies be given to schools to provide after school clubs and activities to give 
young people a sense of emotional connection and importance to their 
community and in their families. 

The beauty of a cliche is that contains truth. The cliche in this situation is this: Oxycontin 
is not the problem. Oxycontin reflects the problem. 
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My name is Teresa Ashcraft and two years ago, September 23, 2001, my first bom son, 
Robert Lee Ashcraft, Jr., died from an accidental overdose of OxyContin. My son died 
from recreational use of OxyContin, the pills he took were still from a prescription. He 
was a 1 9 year old boy, who for whatever reason thought it would be cool to take 
OxyContin, he suffered the consequences and paid for it with his life. 

I truly understand the need for a powerful drug such as OxyContin for those who suffer 
from chronic pain and cancer. Now I, along with many others, suffer from unbearable 
pain. There are nights 1 can’t sleep, there are days it is hard to get out of bed; I miss 
enjoying the little things that use to give me and my family pleasure. MY PAIN IS 
GRIEF, there is no wonder drug out there that can relieve my pain. 

As 1 stand before you right now, somewhere, another family member is losing the battle 
to OxyContin, by getting a phone call that their loved one has died, or they walk into a 
bedroom and finding their loved cold and blue, dead from OxyContin. Another 
PREVENTABLE DEATH! 

The problems with OxyContin starts way back when Purdue Pharma mislead the FDA. 
This had a domino effect. Once it made it past the FDA, Purdue Pharma aggressively 
marketed this drug, and mislead many of our doctors. The epidemic began when it was 
unleashed for the moderate pain-suffer. This is how it got out onto our streets and into 
our communities. Purdue Pharma only saw one thing. . .PROFITS. They KNEW this 
drug was WAY TOO POWERFUL. I guess you could say Purdue also got addicted, 
addicted to the almighty dollar. 

Purdue Pharma tends to blame those who overdose on OxyContin as addicts. Well, my 
son was no addict. OxyContin, along with alcohol, was the only drugs found in my sons 
system, there was not even marijuana found in him. . . I have his autopsy report to prove 
it. Now. . .1 can almost read some of your thoughts, it was because he mixed it with 
alcohol. Think about it. . .if it were only the alcohol I would not be standing before you 
today. I can also give you proof of those who have died from just taking OxyContin. 
Please just go to the web site www.oxyabusekills.com. 

The monitoring system, . .1 fully support a monitoring system for prescription drug abuse. 
I know there are those who oppose it. There are doctors and patients who oppose the 
monitoring system . . . .but why. . . .doctors are out there to save lives, and patients. If they 
are not abusing a drug, then what is there to worry about? Just Help Us! My only 
problem with the monitoring system is it should have been in place way before a drug 
like OxyContin was approved. Now the makers of OxyContin want to help fund this 
system. . .why is that. . .is Purdue Pharma starting to feel a little guilty? They want to 
pledge $2 million dollars. ... In my opinion, their money is blood money from those who 
have already died from this drug. 

There is one more issue I have concerning OxyContin. It is our Justice System. Where 
are all the arrest of dealers. . ..from the prescription abusers. . .they are the ones who have 
allowed it out of the pharmacies, out of their homes and into the hands of our children 
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and loved ones. In almost every case of illegal use of this drug, someone can tell you 
exactly where the person got this drug from, but yet there are no arrests. It is my 
understanding, that the illegal distribution of OxyContin, which results in death, is 
murder. I have spoken with the Volusia County State Attorneys office and I told them, 
the teenager my son got it from, got it from his mother’s prescription. Along with 
statements from others who were there when the teenager approached my son with the 
OxyContin, statements from those who were there when the OxyContin went from one 
hand to the other. This teenager even admitted he gave my son the drug. . .still no arrest. 

I also told the State Attorneys Office that this teenager was still selling this drug. . .guess 
what. . .5 months ago, another teenager, from my same block, died from OxyContin. You 
know who his best friend was. . .the same teenager my son got the OxyContin from. It 
doesn’t take a detective to figure this one out. . . we have a problem in our Justice System. 

Please. , .Purdue Pharma must be held accountable for their actions, along with those who 
have abused their prescriptions, and yes, some doctors who have broken their oath to save 
lives. We as parents and loved ones must have some Justice. From the unborn child who 
will be bom addicted to this wonder drug called OxyContin, to the addicts that have been 
created from OxyContin ... to those of us who are already suffering from the pain of 
losing a child or loved one. 

Stop the killings; this panel holds THE POWER TO STOP IT NOW. 

Justice For Bobby 
Bom: November 16,1981 
Died: September 23,2001 
Cause of Death 
OXYCONTIN 
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After reviewing the newspaper articles on the background for this 
Hearing, I saw that the history of these accidental deaths was omitted. 

Parents are often in denial about their children's problems and 
have no knowledge if their child used and abused drugs previously. 

I find it very difficult to believe that a person with no history 
of self medicating would suddenly decide they can handle 3 and 4 times 
the dose prescribed. Most often they have a pattern of using more 
medicine than prescribed, and this gives them a false sense of 
security. No one would take a handful of pills without already having 
done so successfully in the past. 

By crushing one time -released tablet a single dose becomes 3 
doses, two tablets become 6, and three become 9. Other factors 
combined with the use that lead to death are not mentioned. It is 
easier to make the pill assume full responsibility, and let the victim 
be innocent . 

Drug addiction and the need to continue the, "good feeling" is 
not cured by restricting access. These restrictions only serve to 
restrict the people who do need to use this medicine to live a decent 
life . 


Please enter this letter as testimony against more regulation. 

Sincerely, 

Mickayla Wheeler 
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February 3, 2004 

Criminal Justice, Drug Policy, and Human Resources Subcommittee 

About a year ago, I started to have terrible back pain from an area that had troubled me 
on and off for 50 years. Fifty years ago it was diagnosed by X-ray (pre-MRI) as spinal 
stenosis; a gradual deterioration of the vertebrae in my back. The onset of the unbearable 
pain was so swift that I didn't know what to do. One of my feet ballooned up, rendering 
me unable to walk. For three months I shuffled from doctor to doctor, including three 
visits to hospital emergency room doctors and all they would look at was my foot; even 
though 1 kept saying, "I think it's my back." Finally, I found a doctor who was willing to 
listen, and he sent me to a pain doctor after an MR1 showed that I suffered from spinal 
stenosis. Even then, three specialists later, they were still looking at my foot which had 
turned black from the dead nerve endings. I think I could document having seen 1 2 
physicians, and despite that fact only ONE person gave me medicine that temporarily 
alleviated the pain; and that was a "pain" nurse who administered Darvocet until I was 
barely out of pain in one of my hospital visits. 

It should have been obvious to anyone that I was not "drug shopping." I was a fat, 70- 
year-old lady with a severe pain problem. On reflection, I find it hard to believe that I 
was never lucky enough to find a doctor who would prescribe medicine to ease my pain, 
when so many others were able to get enough on which to overdose. I was under the 
impression (from my experiences) that only a pain doctor could prescribe narcotic 
medications. 

I was given instructions with my prescription for oxycontin. (1), my doctor only accepts 
patients who are referred to him by another physician, and they must bring their medical 
records with them. (2), he accepts no walk-ins. (3), he issues one prescription per 
month. (4), if the prescription is lost, the patient will not receive another one until the 
next month. (5), if the pills are lost, the patient will not receive a new prescription until 
the next month. (6), prescription refills are not permitted; each month the patient has to 
visit the doctor for a new prescription (no extra charge). 

My doctor is an anesthesiologist by profession, which makes a lot of sense when you 
think about it. He is trained to administer anesthesia to patients during a surgical 
procedure; therefore, he more than likely knows how much and which narcotic medicine 
will do the job. Oxycontin, apparently, relieves pain that is caused by trauma to nerve 
endings. Dr. Smith also administered two epidural injections to my spine-again, the sort 
of procedure that he would be skilled enough to administer as an anesthesiologist. An 
operation is not in my foreseeable future. 

My doctor told me that the advantage of oxycontin is that it is timed-release, making it 
very desirable for allaying the chronic pain of illnesses like mine— spinal stenosis. 
Oxycontin is not polluted with additives like Tylenol. When my problem first erupted a 
little over a year ago, my regular physician was prescribing medication that was (as I 
eventually found out) loaded with Tylenol. I happened to read up on these medications in 
my drug book, and found that I was inadvertently almost overdosing on Tylenol. On 
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Tylenol, yet! Did you know that overdosing on Tylenol can damage your kidneys? I 
didn't! Piggy-backing one medication on top of another should not be permitted, in my 
opinion. I would think it is much safer to take two separate pills. I have been told that 
many medications have Tylenol piggy-backing in them. This makes one wonder which 
pharmaceutical company needs to be investigated. 

Rep. Mica, as you know, every medicine dispensed these days comes with a fact sheet, 
which makes one wonder which part of the words, this medication is a narcotic analgesic, 
the patients who overdosed did not understand. 1 talked to Dr. Smith about the possibility 
of my becoming addicted to oxycontin. He told me that in any given population, 10 to 
15% of the population can possible become addicted to substances like oxycontin. He 
also said that these same people would be more likely to become addicted to other 
substances. 

People died when overdosing on oxycontin, and the figures do seem to be off the wall; 
however, nowhere did I see statistics on the number of people whose chronic pain was 
alleviated by all of the narcotic analgesics put together. 1 worked in Winter Park Hospital 
many years ago and I'll never forget the screams of one woman who was dying in 
unbearable pain, because physicians were not allowed to administer narcotic analgesic 
pain relievers. 

One last point. I read somewhere that Purdue Pharmaceuticals bought the rights to 
Oxycontin from some other pharmaceutical company several years ago, and they didn't 
pay an excessive amount for it. Now I don't know what Purdue paid for those rights, but 
I calculated that they must have recouped their costs many times over several years ago. 
The problem with Oxycontin is that there doesn't seem to be a generic that would serve 
the same purpose because, if there was, I’d be first in line to buy it. My Oxycontin costs 
me approximately $240 a month for 90 pills of 20mg size. Again, I don't understand why 
they are so expensive. Codeine has been around for more years than most of us have 
been alive, and timed-release technology has been around for many years also, so what 
makes these particular pills so expensive? 1 remember the time (early seventies) when a 
person could buy cough medicine with codeine over the counter, so it must not have been 
thought to be addictive; however, I do understand that there are dangers associated with 
codeine. 

Very Sincerely Yours, 

Mary Cornell 
715 Woodvalley Way 
Orlando, Florida 32825 
BlueGenes@att.net 
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Written Testimony for inclusion in Congressional Hearing in Orlando, Florida - 

February 9, 2004 


Marianne Skolek 

137 Buttercup Court 
Whitehouse Station, NJ 08889 


908-285-1232 


Website: www.oxvdeaths.com 


Her name was Jill Carol Skolek. She was bom on February 26, 1973 and she died on 
April 29, 2002. She was my daughter. She was the mother of Brian Patrick who was 6 
years old when she died and she was the sister of Michael now 21 years old. 

Jill died at 29 years old because she had the misfortune of being prescribed a 
“blockbuster” drug called OxyContin in January 2002. She didn’t have terminal cancer - 
she had a herniated disk and obviously a physician who did not know the dangers of the 
drug he was prescribing. 

Jn October of 2002, a woman named Chelly Griffith called me from Davenport, Iowa and 
told me she had been prescribed OxyContin for 3-1/2 years and lived a nightmare and, in 
fact, had just begun to regain her life and family after going through detox to get the 
effects of this “non-addictive” drug out of her system. “Could we work together at 
finding out how this happened?” Thus began a 16 month journey of research and media 
activity to prevent other families from being devastated and to expose the company for 
what we felt was the mass marketing of a Schedule II “addictive” narcotic that should not 
be prescribed for moderate pain. 

Here is some of the information that the panel should consider in their findings of why 
OxyContin has not only devastated the State of Florida, but virtually every State in our 
country. The Timeline provided below should bring to light how OxyContin “addiction” 
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not to mention abuse and diversion was marketed so skillfully throughout our country. It 
is as follows; 

1995 

National Clearinghouse Guidelines - Clinical Practice Guidelines for chronic non- 
malignant pain syndrome states “there is no blanket recommendation for the use of opioids 
for more than 1-10 days.” 

OxyContin tablets launched in the U.S. by Purdue Pharma LP 
1995-1996 

J. David Haddox, DDS, MD (Chair) serves as President of the American Board of Pain 
Medicine 

(Haddox at this point is a paid speaker for Purdue Pharma — and ultimately a full-time 
employee of Purdue Pharma) 

1997 

J. David Haddox, DDS, MD ((Chair) writes and oversees Consensus documents for the use 
of opioids from the American Academy of Pain Medicine, the American Pain Society and 
the American Society of Addiction Medicine. 

1998 

J. David Haddox, DDS, MD co-author and President of the American Academy of Pain 
Medicine writes a commentary in the Journal of Law, Medicine & Ethics (winter 1998). In 
his commentary Dr. Haddox provides information and suggests uses for opioids. 

2000 

Purdue Pharma LP relocates to Stamford, CT constructing a building of 13 stories and 
529,000 square feet, which houses over 1,000 employees. 

Purdue Pharma LP builds new manufacturing facility in Wilson, NC 

Purdue Pharma LP U.S. sales top $1 billion. 

Purdue Pharma LP is issued a Warning Letter by the FDA from the Division of Drug 
Marketing, Advertising and Communications. May 4, 2000 issue of the “New England 
Journal of Medicine” promotes OxyContin in a manner that is false or misleading. A) 
Misleading Efficacy Presentation and B) Misleading Safety Presentation. 

2001 
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April 3, 2001 

DEA Press Release ’’Emergency Narcotic Addiction Treatment” is made available to 
physicians to clarify that they must obtain a subspecialty certification to prescribe Schedule 
II narcotics for detoxification, which also falls directly under “tapering” the dose. Purdue 
Pharma LP states in the package insert that “Physicians can provide a dosing schedule to 
taper the dose of OxyContin.” This is in conjunction with Cessation of Therapy. 

July 18, 2001 

FDA announces there will be extensive changes to OxyContin labeling as well as a new 
black box Warning and letters to physicians nationwide. 

2002 

Purdue Pharma prints Patient Information Sheet that states patients should read it 
carefully “There may be something new.” This same sheet also states “There is a risk of 
abuse or addiction with narcotic painkillers.” This is very interesting since Dr. Haddox was 
interviewed by the television news show “48 Hours” and he stated that “less than 1% of 
patients taking OxyContin will become addicted.” Purdue Pharma LP has repeatedly 
maintained that OxyContin causes physical dependence, but not addiction. 

2003 

Purdue Pharma LP is issued a Warning Letter from the Director of the Division of Drug 
Marketing, Advertising and Communications of the FDA. Purdue Pharma LP was charged 
with several violations pertaining to Lack of Important Risk Information, Omission of 
Material Facts related to abuse liability and FATAL Risks. Minimization of risk in 
information presented and over broadening of the indication where they suggest that 
OxyContin can be used in a much broader range of pain patients than has been proved to 
be safe and effective. 

Purdue Pharma LP released the following statement following the Warning Letter by the 
FDA - that all violations were an “honest misunderstanding.” If this is true, it was an 
“honest misunderstanding” on the following dates as well when they were served with 
Warning Letters for the same conduct with a Schedule II controlled substance: 


October IS, 1993 
March 24, 1994 
March 25,1994 
June T, 1994 
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July 7, 1994 
October 3, 1994 
May 4, 2000 
July 18, 2001 

Purdue Pharma LP has been issued Warning Letters 9 times since 1993 for the same 
marketing violations, however, there is no record of regulatory action, seizure or injunction. 

Purdue Pharma LP has deceived this country by deliberately changing terminology to fit 
the marketing practices and guidelines needed to present a Schedule II narcotic as a SAFE 
drug for moderate to severe paint. J. David Haddox, DDS, MD wrote, co-wrote and edited 
the very medical journals the country’s physicians turn to for guidance when prescribing 
opioids. It is not only inappropriate but also unethical for a physician to write the 
guidelines so that his employer will benefit financially. 

In a document released by Paul Goldenheim, M.D., Purdue Pharma in a publication 
entitled “My Word” posted on January 22, 2004, Dr. Goldenbeim refers to a “scientific 
study published in the Journal of Analytical Toxicology” entitled “Oxycodone Involvement 
in Drug Abuse Deaths: A DAWN Based Classification Scheme Applied to an Oxycodone 
Postmortem Database Containing Over 1,000 cases - not only is J. David Haddox of Purdue 
Pharma a contributor of the report, but on Page 57 of the report it states “Purdue Pharma 
funded this research. The authors not employed by Purdue Pharma LP serve as 
consultants and received compensation for their participation in this research.” 

(Is this an impartial report since an employee of Purdue Pharma was a contributor of the 
report and Purdue Pharma funded this research? You be the judge). 

Here is Goldenheim’s release dated January 22, 2004: 


4 



296 


MY WORD 

OxyContin manufacturer: Don't forget the patients 

By Paul Goldenheim, M.D. My Word 
Posted January 22, 2004 


In the past few weeks, the Orlando Sentinel has reported on several new state and federal 
initiatives to address the problem of prescription-drug abuse in Florida. State Sen. Burt 
Saunders announced hearings to examine Medicaid fraud as it relates to the illegal 
diversion of prescription drugs; a separate task force, headed by Attorney General Charlie 
Crist and Florida drug czar James McDonough, will investigate the same issue; and U.S. 
Congressman John Mica announced that a House subcommittee will hold a hearing in 
February on this subject. 

As the manufacturer of OxyContin (oxycodone HC1 controlled-release) Tablets, we share 
these concerns about prescription-drug abuse in Florida. This problem is not a new 
phenomenon, however, and we must be careful that any proposed "cure" does not do 
more harm than the "disease" itself. In other words, measures designed to curb illegal 
trafficking and abuse of prescription drugs must not restrict access for patients who need 
these medications. 

It is our hope that lawmakers will consider three very important points when addressing 
this problem. First, and most important, these medications when used appropriately help 
alleviate the pain of thousands of Floridians who otherwise would suffer needlessly. 
Second, it is the abuse of these medications, not the medications themselves, that is the 
cause of the problem. Third, according to the Florida Medical Examiners reports, the 
majority of drug-related fatalities occur from a lethal cocktail of several drugs. 

A scientific study published in the Journal of Analytical Toxicology reported the analysis 
of more than 1,000 autopsies of drug overdoses involving oxycodone from 23 states, 
including more than 300 from Florida, which occurred between August 1999 and January 
2002. The study found that greater than 90 percent of deaths where oxycodone was 
present were due to drug abuse. In that same study, 268, or 94 percent, of those deaths in 
Florida involved drug abuse. All of them had multiple drugs present at autopsy. 

Purdue Pharma has been on the front lines in the fight against the illegal trafficking and 
abuse of prescription drugs. In the state of Florida alone, we have spent more than 
$150,000 to educate 680 law-enforcement officers about how to combat prescription- 
drug trafficking. We have distributed some 35,000 tamper-resistant prescription pads to 
2,200 physicians throughout the state, and sponsored over 500 educational programs for 
more than 135,000 health-care professionals on the appropriate use of pain medications. 
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We are also underwriting "Communities That Care" programs in Tampa, Tallahassee and 
Palm Beach County to identify and address the root causes of substance abuse in these 
communities, at a cost of $25,000 per site. 

In addition, Purdue has pledged $2 million toward the development of an innovative 
prescription-monitoring program in Florida that, once completed, could be shared with 
other states across the country. And we are working with the state's legislative leadership 
to gain support for the legislation needed to establish a prescription-monitoring program. 

Purdue is taking these steps to ensure that criminal activity does not determine health- 
care policy in Florida. As lawmakers seek solutions to the problem of prescription-drug 
abuse, they must be sure that responsible health-care professionals can continue to 
provide effective and appropriate care to patients suffering from serious, unrelenting 
pain. 

Paul Goldenheim, M.D. is executive vice president and chief scientific officer for 
Purdue Pharma L.P. 


The word “addiction” is not in Purdue Pharma’s vocabulary even though any Schedule II 
“narcotic” such as OxyContin is known as addictive by even lay people. As a result of 
their resistance to the word “addiction”, the word “Pseudo-Addiction” was coined by J. 
David Haddox, DDS, MD of Purdue Pharma. In other words, if a victim of OxyContin 
fears becoming “addicted” to Purdue Pharma’s blockbuster drug, they are actually 
experiencing “Pseudo-Addiction” which is far less threatening to the innocent victim 
taking OxyContin. For your edification, here is the information on Pseudo- Addiction: 

Pseudo-Addiction 

Pseudo-addiction is defined as an abnormal drug-related behavior making chronic 
pain patients look like addicts. Interestingly, this behavior ceases when opioid 
doses are increased and pain improves (Weissman and Haddox, 1 989). It further 
is stated that this drug-related behavior is actually a search for relief- “pseudo- 
addiction.” It is noted that there is little specific evidence for the concept of 
pseudo-addiction, which originated from one case report (Weissman and 
Haddox, 1989). With the exception of one large-scale report as an abstract 
(McCarberg and Laskin, 2001) - no studies on pseudo addiction exist. 


Although the pseudo-addiction concept lacks significant scientific support - it has 
become widely accepted within the pain-physician community. 
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J. David Haddox was involved in rewriting the consensus statement in the treatment of 
pain which resulted in the promotion of products made by his company - Purdue Pharma 
—and coining a word “pseudo-addiction” with only one case report. Conspiracy? 

Conflict of Interest? Too hard to contemplate that it could happen? It did happen and the 
greatest marketing ploy of an addictive Schedule II narcotic was perpetrated throughout 
the country claiming thousands of lives through death and addiction and resulting in 
almost $2 billion in the sale of OxyContin in 2002 alone to Purdue Pharma 

It is time for the government agencies in place to protect us to stop this travesty. 
This has nothing to do with pain management - it has to do with profit management 
and Purdue Pharma profited at the cost of thousands of innocent victims of a 
sniper-marketed drug called OxyContin. 

Thank yon for the opportunity to present my written testimony to the State of 
Florida. I will continue all my efforts to have congressional hearings held in 
Washington, D.C. this year. 

Her name was Jill Carol Skolek. She was my daughter. She was Brian’s mommy 

- and she didn’t deserve to be prescribed OxyContin. Please don’t forget her name 

- Purdue Pharma will never forget her name. 
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Promoting Pain Relief and Preventing Abuse 
of Pain Medications: A Critical Balancing Act 


s representatives of the health care community and law enforcement, we 
are working together to prevent abuse of prescription pain medications 
while ensuring that they remain available for patients in need. 

Both health care professionals, and law enforcement and regulatory personnel, share a 
responsibility for ensuring that prescription pain medications are available to the patients 
who need them and for preventing these drugs from becoming a source of harm or 
abuse. We all must ensure that accurate information about both the legitimate use and 
the abuse of prescription pain medications is made available. The roles of both health 
professionals and law enforcement personnel in maintaining this essential balance 
between patient care and diversion prevention are critical. 

Preventing drug abuse is an important societal goal, but there is consensus, by law 
enforcement agencies, health care practitioners, and patient advocates alike, that it 
should not hinder patients' ability to receive the care they need and deserve. 

This consensus statement is necessary based on the following facts: 

♦ Undertreatment of pain is a serious problem in the United States, including pain 
among patients with chronic conditions and those who are critically ill or near death. 
Effective pain management is an integral and important aspect of quality medical care, 
and pain should be treated aggressively. 

♦ For many patients, opioid analgesics - when used as recommended by established pain 
management guidelines - are the most effective way to treat their pain, and often the 
only treatment option that provides significant relief. 

♦ Because opioids are one of several types of controlled substances that have potential 
for abuse, they are carefully regulated by the Drug Enforcement Administration and other 
state agencies. For example, a physician must be licensed by state medical authorities 
and registered with the DEA before prescribing a controlled substance. 

♦ In spite of regulatory controls, drug abusers obtain these and other prescription 
medications by diverting them from legitimate channels in several ways, including fraud, 
theft, forged prescriptions, and via unscrupulous health professionals. 

♦ Drug abuse is a serious problem. Those who legally manufacture, distribute, prescribe 
and dispense controlled substances must be mindful of and have respect for their inherent 
abuse potential. Focusing only on the abuse potential of a drug, however, could erroneously 
lead to the conclusion that these medications should be avoided when medically 
indicated - generating a sense of fear rather than respect for their legitimate properties. 

♦ Helping doctors, nurses, pharmacists, other health care professionals, law enforcement 
personnel and the general public become more aware of both the use and abuse of pain 
medications will enable ail of us to make proper and wise decisions regarding the 
treatment of pain. 
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As a Florida citizen, I am writing to express my objections, and 
outrage at the "war on Florida doctors and patients" . Please, this 
must stop now. This is making it harder and harder for us to obtain 
the medicine we need to function. I know, as I have no insurance now, 
and cannot get treated without documentation, (mri, etc.) My doctors 
say it is just to risky for them! What is happening to medicine in the 
US? I suffer from chronic pain, and cannot get help because the doctors 
are afraid of legal penalties? Anything can be harmful if misused, a 
firearm, auto, or medicine. This is a matter of personal 
responsibility, not more laws. Please do not make life harder for us. 

James Parker 
Pensacola, Florida 
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I am a Hospice and Palliative Medicine Physician with over 20 years of experience in 
care of People with Pain, both terminal and chronic. I am Board Certified in both 
Hospice and Palliative Medicine, and Pain Management. As a Pain Physician, I have 
frequent encounters with the ding abusing population. As a Physician I have even more 
exposure to People with Pain who are in need of compassionate care and, when 
appropriate, the necessary pharmacologic and or procedural interventions to assist in their 
living. Substance abuse is a very unfortunate disorder. It causes the people that suffer 
from it and those that love them, a great deal of pain. It seems clear to me, from my 
sizable experience, that substance abuse has little to do with the legality of the medication 
or the means by which it is obtained. While these may be issues early in the course, they 
quickly fall by the side. People who abuse prescription medications have a disorder that 
needs to be identified by physicians and they need appropriate, timely intervention to 
prevent the problem progressing in its destruction of their lives. The prevalence of illegal 
substances in the halls of substance abuse makes it clear that making a substance illegal 
will not prevent its abuse; it will however prevent its appropriate medical use. The last 2 
decades have seen a maturing of the medical field with respect to the management of 
people’s pain. We have learned a great deal and there is much to be learned. I strongly 
encourage the actions to investigate and prosecute the individuals involved in illegal 
acquisition and diversion of any controlled substance. However, I can not state strongly 
enough that our legal and regulatory bodies can do nothing but harm by going further 
than this. People with Pain are counting on a reasoned and responsible action on the part 
of the government and want to remind you that it is people who are breaking existing 
laws that are largely the problem here. Much of the ignorance in the medical community 
has been created by the heretofore prohibitive view of opiates in chronic pain. Please 
allow medicine to be medicine. Enforce the law, prosecute the law breakers, but don't 
make the lives of People with Pain or the care provided by their caregivers any more 
difficult than it already is. 


David M. McGrew, MD 

President - Hospice & Palliative Physician Services, LLC 
Medical Director - Hemando Pasco Hospice, Inc. 

2003 President - American Academy of Hospice and Palliative Medicine 
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January 25, 2004 


Chairman Mark Souder: 

I was advised by Congressman Porter Goss’s office to submit my experience with oxycontin 
to you, to be included in the official record of your congressional hearings to be held in Winter Park, 
FI on February 9, 2004. 1 plan on attending the hearings, but apparently there will not be time for 
citizens to speak. 

My name if Jeff Taylor. I am a Captain with the Lee County Sheriff’s Office in Ft Myers, 
Florida. I have been a law enforcement officer for approximately 30 years, the past 26 years here in 
Lee County. On June 19th, of 2003, while at my office, another Lieutenant advised me that I needed 
to respond to Gulf Coast hospital. He advised that my 18-year-old son, Matthew, had overdosed and 
was being transported to the hospital. This was a complete surprise to me, since I had no knowledge 
that my son had ever experienced any type of drug. Upon arriving at the hospital, numerous other 
Sheriff’s officers were present, and crying. 1 had believed that Matt was simply sick, and that 
perhaps if he had taken any type of drug, this would be a good learning experience. 1 waited for the 
ambulance to arrive, and 1 saw them carry my son from the ambulance. 1 approached Matt, who 
appeared to be sleeping. 1 touched his shoulders, hugged him and realized how cold he was. 

Working in homicide for 12 years, there was no doubt that the Lord bad taken Matt away. Hospital 
officials attempted to bring him back, but to no avail. Of course 1 was completely devastated, along 
with my wife, and two other children. 

1 learned that on the previous evening, Matt had attended a party at a residence with 
approximately 30 other young people. At some point in the evening, Matt had taken oxycontin. We 
did not know what drug it was until sometime later after receiving reports of the examination and 
toxoiogy. He then spent the night at a friend bouse. He was having difficulty breathing, and his 
friends just felt that he had too much to drink. At approximately 10:00 a.m., they finally decided to 
call 9-1-1, however at that time, it was too late. 

1 always warned my children about the consequences of using any type of drugs, including 
over indulging in alcohol. Never in my wildest dreams would 1 suspect my son of ever taking a drug 
that would end his life. 

Matthew had planned on going into the Army. He wanted to be a Ranger. We had gone to 
the army recruiter; however, Matt needed a few more credits in order to graduate from high school. 
He accomplished this, and we had a graduation party for him approximately one month prior to his 
death. Matt was not addicted to oxycontin, or any other drug. He was an outgoing, super kid with 
his whole life in front of him. 1 taught him to dive, and he due to the fact that 1 am also the 
commander of the Underwater Operations Unit, he dove with many of my men who are on the unit 
They asked if they could be his pallbearers. 

Matthew did not have a job at this time, so I know he was not purchasing any type of drugs. 
Also, none of the checks that be had received for graduation were even cashed. 1 believe that 
someone gave him the oxycontin, and due to the fact that he had not used it, had no tolerance for the 
drug. 

After this occurred, I attempted to find out everything that I could about the drug. 1 found it 
hard to believe that as a 30-year law enforcement professional, spending six years in a narcotic task 
force, I knew so little about this lethal drug. 1 stumbled into a website w oxyabuseldIIs.com”, and 
found hundreds of stories, similar to Matt’s. I was completely astounded when I began reading the 
stories. Also, I found story after story of deaths that were occurring when the people were using 
oxycontin exactly as prescribed, and they died anyway. 1 felt that if I did not have knowledge of this 
drug, and how dangerous it was, how could an 18 or 19 year old know this information. I have also 
contacted Purdue Pharma, and it seems that they don’t have a clue of the death and destruction that 
their oxycontin has caused. 

I certainly have no problems with prescribing oxycontin or any other type of medication for 
those in severe pain, or those who are terminally ill. I do believe that oxycontin has been prescribed 
for anyone with any type of pain, and there are absolutely no safeguards to prevent the abuse with 



303 


children. I am also aware that Purdue Pharma is a 1.8 billion-dollar company with 80% of their 
profits gained from marketing oxycontin. No one twisted my son’s arm to take oxycontin. 1 know for 
a fact that if he had known it could cause death, he would never have taken it He was a great kid, 
with a super future in front of him. 1 have enclosed a photo, so you can see whom we are talking 
about 1 am only one father who has experience a loss, but there are hundreds and hundreds of 
other families, just like mine. If Purdue had not marketed this drug so irresponsibly for the sake of 
shear profits, the oxycontin would not have been readily available to our youths. 

I am presently working on a power point program that 1 will be able to present within the 
schools to warn young people about this deadly narcotic. u 

1 pray that you and your committee will do whatever is possible to stop this epidemic. Please 
ensure that these deaths do not continue. Do this for Matt, and all those other young people who 
have been cheated out of their futures. God Bless you and your committee. 


Respectfully Submitted, 

Captain JefTTaylor 
16020 S. Pebble Ln. 

Ft Myers, FI. 33912 


Home # (239) 590-9250 
Cell# (239) 851-2459 
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To Do No Harm: Strategies For Preventing Prescription Drug Abuse 

My name is Edward J Bisch. On February 19, 2001 I lost my only son Eddie to a 
tragic and needless overdose death that involved oxycontin. 

Prescription drug abuse is a terrible problem but some drugs are more addictive and 
lethal than others. 

On August 28, 2001 I attended a hearing in Pennsylvania Titled: 

OXYCONTIN: ITS USE AND ABUSE 

HEARING 

BEFORE THE 

SUBCOMMITTEE ON 

OVERSIGHT AND INVESTIGATIONS 

OF THE 

COMMITTEE ON ENERGY AND 
COMMERCE 

HOUSE OF REPRESENTATIVES 
ONE HUNDRED SEVENTH CONGRESS 
FIRST SESSION 
AUGUST 28, 2001 

Serial No. 107-54 

Now almost 2.5 years later I am attending yet another Congressional hearing on this 
rising scourge. OXY related deaths have skyrocketed to epidemic proportions. 
Accurate National death numbers simply do not exist and Purdue Pharma seems to 
challenge any death statistics (including the DEA's), that do not come from their 
limited company sponsored survey. 

Now Oxycontin deaths outpace heroin deaths in the state of Florida. Oxy has taken 
root and no one will ever know just how many heroin deaths all started with this tiny 
pill. 

Little did I know in August of 2001 , while officials of Purdue Pharma testified how 
distraught they were about the problem they were actually spending 200 million 
dollars that year promoting OxyContin to general practitioners for MODERATE pain. 

I since have learned that this lip service and the public relations campaigning by 
Purdue is far from their actual intentions which is SELL as much as possible 
irregardless of the public’s safety. 

Many good suggestions came from the 2001 hearing including my testimony but few 
if any were actually implemented. Instead Purdue sponsored a few ineffective Public 
Relations friendly programs, as long as it did not affect their sales. 

I learned that the one impact thing that could be done is for the FDA to reclassify 
oxycontin for SEVERE PAIN ONLY. This WAS and IS the one thing that could make 
a major difference in stopping this still growing epidemic. 
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Purdue will tell you that they are concerned for the patients but while they trot out 
patients with multiple ailments and surgeries to speak they marketed the drug for 
moderate pain patients who could of found relief with a less dangerous drug. 

Please, I do not want to attend yet another Congressional hearing 2.5 yrs from now 
with yet more grim statistics. Nor do I ever want to attend a Pailadone hearing, their 
next time released drug that they want to unleash on the population for moderate 
pain. 

Purdue denies responsibility and likes to put the blame for this epidemic on the 
doctors, patients, pharmacists, law enforcement, so called abusers and the media. 
They claim the media exaggerated the problem. The stories on my website show 
that these reports are not exaggerated but if anything still under reported. 

I have included attachments from my website www.oxvabusekills.com which has 
almost 1 million hits in less than 3 years and includes thousands of death and 
addiction stories along with my memorial page that has over 300 names on it. 

When people ask me through my website (Why do you blame Purdue Pharma for the 
OXYCONTIN epidemic?) I answer: 

The trail of addiction and death due to the Oxycontin epidemic was fueled by the over 
prescribing and easy street access to this powerful narcotic. Instead of acknowledging the 
problem, Purdue denied it, as they aggressively marketed this powerful narcotic to general 
practitioners for moderate pain. They downplayed the risks and exaggerated the benefits; 
however, they were not selling widgets, but a powerful drug that can cause addiction that often 
leads to death. 

Here are just a few of the many examples of their corporate greed, which have been 
documented in newspapers, magazines, television, the GAO report and the book. Painkiller. 

Sales representatives for Purdue Pharma have come forward to reveal the aggressive marketing 
practices that Purdue trained them to use. They reported the tactic of "targeting general 
practitioners," advising them that less than 1% of patients get addicted and that OxyContin is 
less likely to be abused. One representative for Purdue Pharma claims to have been fired for 
refusing to deal with "PILL MILL" doctors. 

• Purdue Pharma was aware of the doctors who were writing HUGE numbers of prescriptions 
for OxyContin, but never once offered this data to law enforcement, even after they 
received a large number of death reports resulting from over prescribed OxyContin. Not 
until Congressman Greenwood scolded Purdue at the 2001 hearing did they share 
this data. 

• In the year, 2001, Purdue Pharma spent two hundred million dollars in advertising to 
promote OxyContin, even after they had knowledge of the hundreds of addiction and death 
reports. 

• Many of the death reports are from relatives and the addiction reports from patients, many 
of whom should never have been prescribed OxyContin. 

• Purdue Pharma reported they were shocked that people were crushing OxyContin in spite 
of the proof that Purdue Pharma was warned that this had also happened to another one 
of their time-released drugs, MS Contin. 
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• A Clinical Researcher employed by Purdue Pharma alleges in a lawsuit filed against the 
pharmaceutical company that he had informed Purdue management of a flaw in the design 
of the drug's time-released coating. In addition, this employee claims that he was advised 
to not alert Purdue Pharma's in-house drug regulators of this flaw, including the 
government. Shortly thereafter, this employee's job was terminated. 

• Purdue Pharma approached the FDA for OxyContin's approval, claiming that "research" 
showed that less than 1% of those who used the drug would become addicted; however, 
recent media reports refute that claim, contending that Purdue Pharma had evidence that 
the addiction rate would be much higher. 

• Many elected officials, along with law enforcement who once fought the OxyContin 
epidemic, have been hired by Purdue Pharma and, now, as paid employees of the 
company, tout OxyContin's "safety and effectiveness." Including the FDA official who 
approved the “less likely abused label” 

• "Cutting a deal" with Florida's former State Attorney General, Bob Butterworth, on his last 
day in office, included Mr. Butterworth accepting a two million dollar donation for a 
prescription monitoring program to be engineered by one of his closest friends who Purdue 
Pharma had hired as a lobbyist, under the terms that the state would drop its investigation 
into Purdue Pharma's marketing practices. 

• The FDA produced warning letters to Purdue Pharma, addressing their "false and 
misleading" advertising in magazines and promotional materials. 

• A New York Federal Judge recently ruled that Purdue Pharma misled government officials 
to prevent other companies from marketing a generic form of OxyContin. 

• Purdue Pharma has from the outset pursued a policy of denial and spinning the truth. Such 
as sponsoring their own studies if the independent results do not suit their liking. 

• Purdue uses outdated DAWN data that preceded the oxy epidemic which misleads people 
with outdated data. 

• Purdue Pharma is now attempting to get approved a time-released Dilauded pain killer to 
treat moderate pain called Palladone, and it is reportedly ten times stronger than 
OxyContin. 


Respectfully, 



Edward J Bisch 
PO BOX 29364 
Philadelphia PA 19125 


Attachment A; 08/28/01 testimony 
Attachment B: Memorial page 
Attachment C: Death Stories 
Attachment D: Addiction Stories 
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Joan Sayers 
6 Liberty Street 
East Haven, CT 06512 

January 28,2004 

Dear Chairman Souder, 

I have heard both sides concerning the “miracle drug” oxycontin (synthetic heroin). It’s 
obvious that it has caused more harm than good- but they, Purdue Pharma and the FDA 
have refused to restrict it to SEVERE PAIN ONLY. My son was prescribed oxycontin 
for scoliosis for over two years. Matthew didn’t have pain from scoliosis and he died in 
2001 at the age of twenty two, soon after a visit from this drug-dealing doctor. The doctor 
had his license restricted by the medical board, and recently the courts banned him from 
practicing for a year. The judge even remarked that this doctor had extreme indifference 
to human life and that his motives were money-driven. 

Matthew should never have had easy access to this deadly painkiller, especially for 
something minor like scoliosis. But this kind of abuse is happening everywhere, hence 
the epidemic on the streets. 

Just recently ephedra was banned when it hasn’t caused nearly the scourge on society that 
oxycontin has. Why is that? I’m sure there were people who could have given favorable 
testimony to its use- but it was banned nonetheless. 

The easy availability of oxycontin has caused an epidemic of addiction and death. The 
obvious solution is to restrict it, but of course we know that it has come down to profits 
over people. 

I urge you to do what Purdue Pharma and the FDA has failed to do - which is the only 
decent and humane thing- restrict it to SEVERE PAIN ONLY or BAN it altogether. 


Sincerely, 




Joan Sayers jj 
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Leona Hancock 
P.O Box 2312 
Wichita Falls, Texas 76307 


February 24, 2004 


Re p. Mark E.Souder 
Chairman 

Subcommittee on Criminal Justice, Drug Policy and Human Resources 

Government Reform Committee 

U.S. House of Representatives 

B-373 Rayburn Building 

Washington, DC 20515 


Dear Rep Mark E.Souder: 

Thank you for the work your subcommittee is doing on oxycontin. 

I am writing for our family to express our great concern regarding the safety 
of oxycontin. My son Billy Edwin Hancock died at Hill Air Fcrce Base Utah. July 
29,2002 at his home. We feel that a doctor who starting treating Billy at Hill Air 
Force Base caused his death. He left our family a 12 year old i on and a wife. 

He was given a huge amounts of oxycontin. Billy informer the Doctor he was 
taking to much The Doctor new he was addicted to oxycontin and continued to give 
him more and more insisting this drug was safe and he could not take enough to hurt 
him. The doctor even post dated Prescriptions for Class 2 Narcotic Oxycontin 
He did not evaluated and my sons condition continued to deteriorated. 

My son son did not drink alcohol or do street drugs 

He never injected Oxycontin, snorted , inserted rectal or IV used it. He was addicted. 

The Doctor failed to follow the pain guidelines. The doctor, if he new my son 
was addicted why he didn’t offer drug treatment. No alternative for his back 
problems was offered. This assurance by Doctors that this drug is safe is misleading 
and wrong. 

You can die from it with out snorting,mjecting,inserting, rectal or IV drug 
using it. This drug also mask other Physical problems which can cause these serious 
Disease process to go on untreated. 

The FDA failed at least 2 times to protect the citizens when lied to by Purdue. 

The doctors makes million of dollars and the drug companies makes Billions and the 
people who trust Dr’s dies. I really feel there is no safe way to give this drug Not 
enough studies support this drug. The drug is very addicting and patients are not 
warned of the dangers. 

This drug is being given to active duty military who arc world wide qualified. How 
do they justified this. 
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Why is the FDA allowed to look the other way when drugs like this get on the 
market. 

I feel that many more deaths could be attributed to oxycontin because it looks like 
Resp/Cardic arrest if no autopsy is done. Many of this drug death may be allowed to 
be classified as Natural.! feel this drug Causes Cardiac arrest Respiratory arrest. 
This is a Public Health issues. Please for the sake of others please get this drug off 
the Market. I am only one mother who’s loss of a son due to greed on the part of 
drug company and unethical Doctor and Drug Representatives. ! assure you there 
are many more and who’s voice will echo thoughout the county until something is 
done to save our children and your’s. 



Mother of Billy Edwin Hancock 
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ENERGY AND COMMERCE COMMITTEE 

SUBCOMMITTEES 

Enurgy and Air Quality 

Health (Vice Chairman! 


Cfjarlie Jtortoociti 

9ti) District, Georgia 


EDUCATION AND THE WORKFORCE 

SUBCOMMITTEES 
Seiect Education 

Workforce Protections (Chairman! 

House Army Caucus 

House Rural Health Care Coalition 

Congressional Sportsman's Caucus 


Congress of ttje Unites States 

$)ouse at ficprescntatibcs 

2452 ftapbnrn i&ouse ©fficc iauiltimg 
SHafiJjington, DC 20513 
(202) 225-4101 

February 10, 2004 


DISTRICT OFFICES 
1054 Ciaussen Road. Suite 316 
Augusta. GA 30907 
(706) 733-7066 
315 West Savannah Street 
Toccoa, GA 30577 
(7065 886-2776 


http:r7www.house.gov/norwood 
gressional Immigration Reform Caucus 


Burt Rosen 

Vice President, Federal Government Affairs 
Purdue Pharma L.P. 

700 13 th Street, NW 
Suite 525 

Washington, DC 20005 
Dear Mr. Rosen, 

On February 9, 2004 , 1 was privileged to participate in a hearing of the 
Government Reform Committee’s Subcommittee on Criminal Justice, Drug 
Policy, and Human Resources in Winter Park, Florida. I have taken a very 
specific interest in combating prescription drug abuse and will soon introduce a 
bill that attempts a comprehensive effort at limiting prescription drug abuse. 

During the hearing, one of the witnesses, Frederick W. Pauzar, gave oral 
testimony and submitted accompanying written testimony making charges 
against Purdue Pharma with respect to OxyContin that I found disturbing. I am 
concerned about those charges and request that you please promptly comment 
on them to the extent that you are capable. 



Member of Congress 


PRINTED ON RECYCLED PAPER 
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Purdu Pharma L.P. 


February 13, 2004 


Congressman Charles Norwood 
2452 Rayburn Building 
Washington, DC 20515 


Dear Congressman Norwood: 

I am writing in response to your letter requesting that Purdue Pharma comment on the charges 
raised by the written testimony of Frederick W. Pauzzar submitted to the Government Reform 
Committee’s Subcommittee on Criminal Justice, Drug Policy, and Human Resources. I enclose 
our comments. 

Please let me know if we can provide any further clarification or information. 

Regards, 

Burt Rosen 

Vice President, Federal Government Affairs 


Enclosure 


Dedicated to Physician and Patient 
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RESPONSE OF PURDUE PHARMA L.P. TO THE REQUEST FOR 
CLARIFICATION FROM THE HONORABLE CHARLES NORWOOD 

Congressman Norwood has requested that Purdue Pharma L.P. (“Purdue”) clarify certain 
issues raised by the written testimony by Frederick W. Pauzar presented to the 
Subcommittee on Criminal Justice, Drug Policy and Human Resources of the Committee 
on Government Reform. 

An untimely death such as the Pauzar family has experienced is tragic. While words 
cannot soothe the pain of so deep and personal a loss, we are sorry for their heartache and 
extend our sympathies to them. Given his loss, Mr. Pauzar’s concerns and questions are 
clearly understandable. Purdue shares Mr. Pauzar’s overriding desire for appropriate 
controls on Schedule II medications. Purdue has been combating the abuse, misuse and 
diversion of OxyContin® (oxycodone HC1 controlled release) Tablets and we know that 
real solutions to these issues can be found in an understanding of the facts. We do not 
know all of the facts surrounding this tragic incident, but we would like to address some 
of the more important misunderstandings and misconceptions raised in Mr. Pauzar’s 
testimony. 


1. The testimony states that “a clear and insidious correlation exists between market 
penetration [OxyContin] has achieved and the toll of death it has left behind.” The 
General Accounting Office as well the courts have not found a causal link between 
Purdue’s marketing of OxyContin and abuse, addiction or deaths. 

As set forth in the previously submitted Statement of J. David Haddox, Purdue’s Vice 
President, Health Policy, in December 2001, the GAO was asked to answer this question: 
“Is there a direct correlation between the marketing strategies of the drug [OxyContin] 
and its excessive abuse?” The GAO’s lengthy and comprehensive investigation was 
unable to establish that correlation and its report clearly says so. While the GAO noted 
that the increased availability of OxyContin in the marketplace may have increased the 
opportunities for abuse and diversion, the GAO specifically noted that the historic 
predisposition of certain areas to prescription drug abuse also may have contributed to 
OxyContin abuse and diversion, particularly when coupled with the profit potential 
resulting from the illicit sale of OxyContin (see page 32 of the GAO Report). 

One federal court that considered this issue and found no evidence that Purdue’s 
marketing practices caused the inappropriate prescribing or diversion of OxyContin 
stated: 

“The plaintiffs have failed to produce any evidence showing that the defendants’ 
marketing, promotional, or distribution practices have ever caused even one tablet of 
OxyContin to be inappropriately prescribed or diverted.” 

(Foister, et al. vs. Purdue Pharma L. P.. et a! .. E.D.Ky. Dec. 27, 2001). 
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2. The testimony states “OxyContin came into existence in 1995, when Purdue 
Pharma deceived the U.S. Government by engaging in . .inequitable conduct before the 
Patent and Trademark Office...’ (January 5, 2003, U.S. Dis. Judge Sidney H. Stein) in 
order to patent OxyContin.” The statement suggests that Purdue’s statements to the 
Patent and Trademark Office somehow resulted in Food and Drug Administration (FDA) 
approval to market OxyContin. This is incorrect. It confuses the roles of the FDA and the 
Patent and Trademark Office, and is a misunderstanding of Judge Stein’s ruling. 

OxyContin came on the market in late December 1 995 after FDA approved the 
medication following an evaluation of Purdue’s New Drug Application, including its 
clinical trial results, concluding that OxyContin is safe and effective when used according 
to the approved labeling for the medication. Any statements Purdue made to the Patent 
and Trademark Office have nothing to do with the approval of the medication for safety 
and efficacy by the FDA. No part of the FDA approval process depends on the 
enforceability of its patents or statements made to the Patent and Trademark Office 
(PTO). The two application processes are separate and distinct. 

In his opinion, Judge Sidney Stein of the U.S. District Court for the Southern District of 
New York did find that Purdue’s patents covering OxyContin were unenforceable due to 
“inequitable conduct.” 1 The judge found inequitable conduct in connection with 
Purdue’s representations to the PTO concerning a benefit of Purdue’s invention. Judge 
Stein, however, also expressly found that the specific benefit of OxyContin that Purdue 
had stated in its patent applications was subsequently established to be correct and 
supported by evidence that Purdue produced at the trial. “Accordingly, Purdue has proven 
that the [drug formulations (i.e., OxyContin) covered by the] patents in suit adequately 
control pain for approximately 90% of patients within a four-fold dosage range.” (Op. at 
30.) Judge Stein’s decision does not question the validity of OxyContin as an effective 
medication and it has nothing to do with representations made to the FDA about the 
safety, efficacy, or claims of OxyContin. 

Further, former Patent Commissioner Bruce A. Lehman recently wrote a commentary 2 on 
Judge Stein’s decision, concluding that his finding of “inequitable conduct” was based on 
a “misreading of the law and Patent Office Regulations” and is, therefore, “likely to be 
corrected on appeal.” 

3. The testimony states that sales of OxyContin “have literally skyrocketed, thanks in 
part to uniquely aggressive advertising and the promulgation of performance claims that 
have not held up to scrutiny.” This statement is similar to the assertions made in 


1 Purdue has filed a motion requesting expedited review of Judge Stein’s decision by the Appellate Court. 

2 “Patents - The OxyContin Case-A Decision Unlikely to Stand", Pharmaceutical Law & Industry. BNA 

Inc., Volume 2 Number 5, Friday, January 30, 2004. 
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numerous personal injury lawsuits filed against Purdue and elsewhere. Where such 
assertions have been tested, they have been found wanting. 

To date, 77 lawsuits concerning OxyContin have been dismissed or otherwise concluded 
in the company’s favor without the payment of any money in settlement, and no case has 
been lost. The Florida Attorney General conducted a year-long inquiry into Purdue’s 
marketing practices in Florida that ended with no finding of wrongdoing. Most recently, 
the General Accounting Office concluded, after a two-year study, that it “could not assess 
the relationship between the growth in OxyContin prescriptions or increased availability 
with the drug’s abuse and diversion because the data on abuse and diversion are not 
reliable, comprehensive, or timely.” 3 

Purdue’s marketing has not been uniquely or inappropriately aggressive. Unlike some 
other manufacturers of opioids, including some manufacturers of other Schedule II 
medications, Purdue promotes its Schedule II opioid analgesics only to health care 
professionals and not to consumers. Purdue places ads for these products in medical 
journals, not in popular magazines or on television. 4 

3 Prescription Drugs: OxyContin Abuse and Diversion and Efforts to Address the Problem, December 
2003, p. 29. 

4 Dr, John Jenkins, Director of the FDA’s Office of New Drugs (part of the FDA’s Center for Dnig 
Evaluation), addressed this point in remarks before the U.S. Senate Health, Education, Labor And Pensions 
Committee on February 1 2, 2002, and commended Purdue for choosing not to engage in direct-to- 
consumer advertising for OxyContin: 

U.S. SENATOR CHRISTOPHER J. DODD ... Dr. Jenkins, Purdue Pharma chose not 
to engage in direct to consumer advertising of OxyContin, is that not correct? 

DR. JENKINS: To our knowledge, they have not done any direct to consumer . . . 

SEN. DODD: Oh, OK, but there are currently no prohibitions against, with the 
Schedule 2 drugs, Purdue Pharma would have been completely within its rights on a 
Schedule 2 product to market that product directly to consumers, is that not correct? 

DR. JENKINS: That's correct. 

SEN. DODD: So they made that decision not to do that. Now the question arises, do 
you believe that there should be some restrictions on Schedule 2 drugs in terms of 
should they all be following the Purdue Pharma formulation of just to physicians and 
health related agencies and the like. I don’t know who else they could do it to. 

DR. JENKINS: Senator, I think we can commend Purdue Pharma for the decisions 
they have made not to engage in that activity. Whether there's need for changes in the 
act would require legislation, I don't think it's appropriate for me to comment without 
the administration having a chance to take a position on any proposed legislation. 

Hearing of the Committee on Health, Education, Labor, and Pensions (February 12, 2002) 

(emphasis added). 
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In fact, Purdue has been a leader in providing health care professionals important tools to 
help them prescribe opioids appropriately to their patients. Purdue has distributed to 
physicians many educational items designed to provide important information about the 
appropriate use of OxyContin and other opioid analgesics. Purdue’s educational efforts 
were directed at teaching physicians how to prescribe these drugs responsibly for 
appropriate patients in accordance with the FDA-approved product label for OxyContin. 

As one of many examples to encourage physicians to properly assess pain and monitor 
the use of opioid analgesics in patients with pain, and avoid inappropriate prescribing or 
being misled by diverters, Purdue has distributed “opioid documentation kits” since 1997. 
Additionally, Purdue has distributed to healthcare professionals over 300,000 copies of 
the “Model Guidelines for the Use of Controlled Substances for the Treatment of Pain” 
(the “Model Guidelines”), prepared by the Federation of State Medical Boards of the 
United States, Inc (FSMB). In May of 1998, the FSMB approved the Model Guidelines 
after development by a panel of experts and with the support of the American Academy 
of Pain Medicine, the American Pain Society, the American Society of Law, Medicine 
and Ethics, the University of Wisconsin Pain and Policy Studies Group and the Drug 
Enforcement Administration. Purdue began distributing the Model Guidelines to 
physicians in early 1999 shortly after they became available and well before the current 
experience of OxyContin abuse. Both the opioid documentation kit and the Model 
Guidelines emphasize the need to properly evaluate patients and help teach physicians 
about proper documentation and alert them to the possibilities of abuse and diversion at 
the same time that proper pain management is emphasized. 

Furthermore, Purdue has provided adequate warnings about the risk of abuse and 
addiction posed by OxyContin. The OxyContin Package Insert always has warned about 
the risk of abuse and addiction, dating from OxyContin’s introduction to the market in 
December 1995. 

Each form of the Package Insert (PI) for OxyContin, as well as the Physician's Desk 
Reference ("PDR") entry for OxyContin, has featured as a prominent part of its caption a 
large "CII" symbol advising physicians that OxyContin is a Schedule II controlled 
substance. This is the caption from the current Package Insert: 

OxyContin'® 

(OXYCODONE HCI CONTROLLED-RELEASE) TABLETS 

10 mg 20 mg 40 mg 80 mg* 160 mg* 

*80 mg and 1 60 mg For use in opioid tolerant patients only. 
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Thus, the very first thing a physician sees when he or she reviews the OxyContin PI is a 
large "CII" symbol warning him or her that OxyContin "has a high potential for abuse," 
the abuse of which "may lead to severe psychological or physical dependence." 5 

Prescribing Schedule II drugs such as OxyContin calls for the exercise of the highest 
degree of diligence in appropriate prescribing practices. The PDR's "Key to Controlled 
Substances Categories" reiterates that substances bearing the CII designation have 
"HIGH POTENTIAL FOR ABUSE." Moreover, a physician can only prescribe 
controlled substances after specifically registering with the U.S. Drug Enforcement 
Administration to do so. Thereafter, the physician must comply with a variety of 
heightened restrictions on each prescription of a CII substance that are inapplicable to 
other controlled substances, including prohibitions on refills (requiring a new written 
prescription from a prescriber each time the medicine is continued), requirements that the 
prescription be in writing, and mandates that prescriptions be signed by the physician 
(subject to very limited exceptions). See 21 C.F.R. §§ 1306.1 1, 1306.12. These 
heightened restrictions are a constant reminder to physicians of the risks associated with 
CII medications such as OxyContin. 

Further, the CII indication is only the first of a number of warnings about the risk of 
abuse in the original FDA-approved OxyContin Package Insert. For example, from its 
inception, the PI has contained a "DRUG ABUSE AND DEPENDENCE (Addiction)" 
section whose opening sentences state: 

"OxyContin is a mu-agonist opioid with an abuse liability similar to 
morphine and is a Schedule II controlled substance. Oxycodone products 
are common targets for both drug abusers and drug addicts." 

Other sections of the original PI that warn of the risk of abuse include the "Information 
for Patients/Caregivers" section, which states "OxyContin is a potential drug of abuse," 
and the "Safety and Handling" section, which states "care should be taken to prevent 
diversion and abuse." 


5 The Controlled Substances Act provides that a Schedule II substance means: 

(A) The drug or other substance has a high potential 
for abuse. 

(B) The drug or other substance has a currently 
accepted medical use in treatment in the United 
States or a currently accepted medical use with 
severe restrictions. 


(21 USC Sec. 812(b)(2).) 


(C) Abuse of the drug or other substances may lead 
to severe psychological or physical dependence. 
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Moreover, since July 2001, the first page of the OxyContin PI has contained a "boxed 
warning" whose opening sentences are: 

"WARNING: 

"OxyContin is an opioid agonist and a Schedule II controlled 
substance with an abuse liability similar to morphine. 

"Oxycodone can be abused in a manner similar to other opioid agonists, 
legal or illicit. This should be considered when prescribing or dispensing 
OxyContin in situations where the physician or pharmacist is concerned 
about an increased risk of misuse, abuse, or diversion." 

(Emphasis in original.) 


Courts have found that Purdue’s warnings on abuse and addiction in even the pre-July 
2001 package insert on abuse and addiction have been adequate. In a September 30, 

2003 opinion addressing the adequacy of Purdue’s warnings. United States District Judge 
Arthur Spiegel of the Southern District of Ohio found that, from the outset, Purdue has 
given appropriate warnings about these risks. In that decision, Judge Spiegel concluded 
that plaintiffs’ claims that Purdue failed to wam of the risks of abuse and addiction 
associated with OxyContin, and that Purdue negligently promoted OxyContin, “ crumble ” 
in the face of the clear warnings provided in the Package Insert. Harris v. Purdue 
Pharma. L.P- No. 1 :01-CV-00428 (S.D. Ohio Sept. 30, 2003) (emphasis added). And in 
a December 30, 2003 Order granting Purdue summary judgment dismissing the claims of 
8 plaintiffs. United States District Judge Danny C. Reeves of the Eastern District of 
Kentucky held that “OxyContin’s insert clearly set forth the potential dangers of the drug 
and the best manner in which to minimize those dangers.” Foister v. Purdue Pharma. 
L.P. . No. 6:01-268-DCR (E.D.Ky.Dec.30, 2003). 


4. Another misconception repeated in the testimony is that that Purdue originally sold 
OxyContin “as a chronic pain medication for use with cancer patients”, then “began to 
push [it] into new markets such as back pain and injury” and “reached down into 
moderate pain treatment.” The implication that Purdue somehow improperly expanded 
the market into non-malignant, moderate pain is simply inconsistent with the FDA’s 
approval of the medication. 

Neither FDA nor Purdue has ever intended to limit OxyContin to cancer or severe pain. 
When initially approved, OxyContin was indicated for the “management of moderate to 
severe pain where use of an opioid analgesic is appropriate for more than a few days”. 
Since July 2001, the indication has been for the “management of moderate to severe pain 
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when a continuous, around-the-clock analgesic is needed for an extended period of 
time.” 6 

From the outset, OxyContin was developed to treat not only moderate to severe pain in 
cancer patients, but to treat millions of other pain sufferers who also experience around- 
the-clock moderate to severe pain for an extended period of time. Indeed, the clinical 
studies that formed the basis upon which OxyContin was approved included patients with 
moderate, non-malignant pain. Patients experiencing around-the-clock moderate to severe 
non-cancer pain deserve no less level pain relief than cancer patients. 7 

During an FDA Anesthetic & Life Support Drugs Advisory Committee meeting on 
September 9, 2003, medical experts presented an overview of medical and scientific facts 
surrounding the under treatment of pain and the historical and appropriate use of opioid 
pain medications. These experts urged the FDA and the Advisory Committee to rely on 
these facts in their deliberations and warned against unnecessarily restricting the 
legitimate medical use of opioid medications*. The majority of the advisory panel 
members expressed an opinion that restricting modified-release opioid medications such 
as OxyContin for use in severe pain only would be a disservice to millions of pain 
sufferers. The next day the panel voted overwhelmingly in favor of maintaining the 
indication for OxyContin for moderate to severe pain when a continuous, around-the- 
clock analgesic is needed for an extended period of time. We believe these distinguished 
scientists and physicians were correct in their judgment that OxyContin’s use should not 
be further restricted and that the current FDA-approved indications are appropriate. 


6 As FDA’s Dr. Robert J. Meyer testified before the Subcommittee: 

“For the extended release products that contain high concentrations of an opioid drug, appropriate 
patients would have moderate to severe pain (i.e., pain that impacts on a person’s ability to function) 
that requires continuous, around-the-clock therapy for adequate control over an extended period of 
time. While this description clearly would apply to many patients with cancer pain, it also properly 
includes many patients with chronic, non-cancer pain, such as those with severe osteoarthritis or many 
patients with neuropathic pain.” Statement by Robert J. Meyer, M.D., Director, Office of Drug 
Evaluation II, Center for Drug Evaluation and Research, U.S. Food and Drug Administration, page 2. 

7 As Dr. Meyer further stated: “Millions of Americans suffer from chronic pain. The medical and lay 

literature has documented inadequacies of the treatment of pain, both from cancer and from non- 
malignant causes." Statement of Dr. Meyer, page 2. 

8 For more details on the health care professionals invited to testify on this subject, please see text of 

presentations made by Steven Passik, PhD and Arthur Lipman, PharmD at the FDA meeting in 
September available at http://www.fda.gOv/ohrms/dockets/ac/cder03.html#AnestheticLifeSupport. 



320 


Response Of Purdue Pharma L.P. To The Request For Clarification 
From The Honorable Charles Norwood 
Page 8 

5. The testimony also shows a misunderstanding of the nature and purpose of the 
physician education and training programs sponsored by Purdue. 

Up until September 2000, Purdue held speakers’ training programs, which were rigorous 
educational sessions intended to enhance the participants’ skills as public speakers and to 
educate them on pain management issues involving opioids and other pain treatments. 
These programs were not designed to promote OxyContin. In fact, Purdue specifically 
asked the guest lecturers and educators at these programs — most of who were nationally 
prominent pain management specialists — not to promote OxyContin, but to focus instead 
on proper pain management. Purdue did pay the cost of travel, meals, and lodging of the 
physician or pharmacist attendees, but expenses for any spouses that may have 
accompanied participants were not covered, and the attendees did not receive honoraria. 

When Purdue did conduct these programs, they were very limited. From 1 996 until 
September 2000, Purdue sponsored a total of only 42 speakers training programs 
(averaging less than ten per year over this period). Only a small percentage (less than 1% 
annually) of the physicians whom Purdue’s sales representatives called on attended these 
types of meetings. 


6. The testimony states that Purdue targeted “seniors with direct to consumer (DTC) 
advertising”. As mentioned above, Purdue has voluntarily chosen not to engage in any 
direct to consumer advertising or promotion for its prescription medications. 

Perhaps the testimony is referring to a swing music CD featuring an elderly couple on the 
cover that Purdue mailed only to physicians who filled out a Business Reply Card 
specifically requesting it. When mailed, the CD contained the OxyContin Tablets name, 
including the generic name and Schedule II symbol “CII”, and was accompanied by a 
package insert with full prescribing information, warnings, cautions and other FDA 
approved information. Purdue did not intend for physicians to distribute the CD to 
patients as is made clear by the fact that we shipped only one CD at a time in response to 
the specific request of a health care professional. Purdue no longer provides this item or 
other nominal promotional items carrying the OxyContin brand to physicians. 


7. The testimony claims that OxyContin has caused widespread deaths. It states that 
there is “mounting evidence that deaths in Florida and other states from OxyContin 
exceed deaths from heroin” and that “[i]n Florida alone, more than one person dies on 
average each day from the intake of OxyContin.” Certainly, every death due to 
prescription drug use or abuse is a tragedy, but to understand and solve this problem, an 
understanding of the facts, rather than misinformation or anecdotal information is 
necessary. 
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The best source of facts on this important issue is a peer-reviewed study published in the 
Journal of Analytical Toxicology 9 (JAT), funded by Purdue but conducted by external 
forensic experts. That study found that the vast majority of drug abuse deaths involving 
oxycodone (96.7%) are related to the ingestion of multiple drugs, not solely oxycodone 
(3.3%). Further, this study found that in deaths involving only oxycodone, the specific 
pain medicine OxyContin® (oxycodone hydrochloride controlled-release) Tablets was 
present in 12 (1.3%) of the cases. 

While we disagree with many of the assertions in the testimony, we share Mr. Pauzar’s 
and the Subcommittee’s concern about the deadly, serious problem of prescription drug 
abuse. As testimony provided at the hearing showed, the abuse and illegal trafficking of 
OxyContin is only one part of the much larger problem of prescription and illegal drug 
abuse. Purdue is committed to working with law enforcement, the medical community, 
legislators and other members of society to help alleviate this problem. As Dr. Haddox 
outlined in his testimony, we have launched many initiatives to combat the abuse and 
diversion of OxyContin. An extensive description of Purdue’s efforts to fight the abuse 
and diversion of prescriptions drugs was attached to Dr. Haddox’s testimony as Exhibit 
B-2, another copy of which is attached to this submission as Exhibit A. 

We respect the Subcommittee for holding the February 9 lb field hearing and look 
forward to continue to work collaboratively with members of Congress and others to 
combat the serious problem of prescription drug abuse. 


Oxycodone Involvement in Drug Abuse Deaths: A DAWN-Based Classification Scheme Applied 
to an Oxycodone Postmortem Database Containing Over 1 000 Cases . Journal of Analytical 
Toxicology, ISSN 0146-4760, Volume 27, Number 2, March 2003, pp. 57-67. In the interests of 
full disclosure, we point out that Purdue provided financial support for this study. That support 
does not invalidate its conclusions, which withstood rigorous peer-review prior to publication and 
have not been invalidated in the professional literature since publication. 
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The professional product labeling for OxyContin® Tablets contains the following boxed 
warning: 


WARNING: 

OxyContin is an opioid agonist and a Schedule II controlled substance with an 
abuse liability similar to morphine. 

Oxycodone can be abused in a manner similar to other opioid agonists, legal or illicit. 
This should be considered when prescribing or dispensing OxyContin in situations where 
the physician or pharmacist is concerned about an increased risk of misuse, abuse, or 
diversion. 

OxyContin Tablets are a controlled-release oral formulation of oxycodone 
hydrochloride indicated for the management of moderate to severe pain when a 
continuous, around-the-clock analgesic is needed for an extended period of time. 
OxyContin Tablets are NOT intended for use as a prn analgesic. 

OxyContin 80 mg and 160 mg Tablets ARE FOR USE IN OPIOID-TOLERANT 
PATIENTS ONLY. These tablet strengths may cause fatal respiratory depression when 
administered to patients not previously exposed to opioids. 

OxyContin TABLETS ARE TO BE SWALLOWED WHOLE AND ARE NOT TO 
BE BROKEN, CHEWED, OR CRUSHED. TAKING BROKEN, CHEWED, OR 
CRUSHED OxyContin TABLETS LEADS TO RAPID RELEASE AND 
ABSORPTION OF A POTENTIALLY FATAL DOSE OF OXYCODONE. 


Full prescribing information for OxyContin is available at 
http://www.purduepharma.com/PRESSROQM/PI/OXYCONTrN PI.PDF . 
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EFFORTS BY PURDUE PHARMA TO ADDRESS ABUSE AND DIVERSION OF 
PRESCRIPTION DRUGS 

While there are limits to what an individual company can do to prevent the social and criminal 

activities associated with prescription drug abuse, some highlights of the efforts made by Purdue 

Pharma L.P. to address abuse and diversion of OxyContin® (oxycodone HC1 controlled-release) 

Tablets and other prescription drugs are as follows: 

• After learning about the initial reports of problems relating to OxyContin abuse and 
diversion in Maine in March of 2000, Purdue immediately formed a response team made up 
of our top executives and physicians who immersed themselves in this problem and made it a 
key corporate priority. The initial efforts resulting from the team’s plan included: ( 1 ) 
initiating meetings with public officials, including U.S. Attorneys, State Attorneys General, 
state legislators, regulators, administrative personnel, Secretaries of Public Safety, law 
enforcement personnel, and community leaders in more than 12 states where abuse was 
reported; (2) collecting as much information as possible on the methods by which OxyContin 
was diverted and abused; (3) working with federal, state, and local officials on measures to 
reduce abuse and diversion; and (4) immediately developing and distributing brochures 
educating pharmacists and physicians on the various actions they could take to prevent 
diversion of prescription medicines and reduce abuse. More than 770,000 of these brochures 
have been distributed to physicians and 546,000 have been distributed to pharmacists 
nationwide. 

• As Terry Woodworth, then Deputy Director of DEA’s Office of Diversion Control, testified 
at a Congressional hearing, “The best means of preventing the diversion of OxyContin is to 
increase awareness of the proper use of this product, as well as its high potential for abuse.” 
Beginning in late April of 2000 and continuing to the present, Purdue has sponsored or 
provided educational programs on prevention and investigation of pharmaceutical drug 
diversion, proper pain management, and recognizing addiction for more than 5,800 law 
enforcement officers in 30 states. 

• In addition to providing training to healthcare professionals on abuse and diversion issues, 
Purdue has contributed more than $1 million to numerous drug abuse prevention 
organizations to help combat prescription medicine abuse. Recipients include Community 
Anti-Drug Coalitions of America (CADCA) and the National Center on Addiction and 
Substance Abuse (CASA) at Columbia University. 

• With funding and active involvement from Purdue, CADCA developed a “Strategizer” and 
“Tool Kit” to help its constituent community organizations address prescription dmg abuse. 
These resources have been distributed to 5,000 CACDA member organizations around the 
country. Purdue also provided funding for five CADCA community forums on prescription 
drug abuse in a number of states. These forums are intended to raise public awareness of 
prescription drug abuse and engage the community in finding ways to address this societal 
problem. 
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• Purdue has prepared numerous informational bulletins and training programs for our 
Professional Sales Representatives and their management in an effort to communicate the 
importance of the appropriate use of OxyContin to our employees, and to emphasize the need 
to ensure that healthcare professionals understand the abuse potential of our medication. Our 
representatives were told that in the 100 counties where abuse potential was highest, their 
goal was to provide physicians with additional information regarding abuse and diversion as 
well as tools (including opioid therapy documentation kits) for proper pain assessment. If 
physicians were not willing to use these tools, our representatives were instructed to ask 
them to stop prescribing OxyContin. 

• Purdue established a toll-free number and notified physicians and pharmacists that they 
should call us if they had questions or concerns regarding Purdue’s sales representatives or 
its advertising and promotional activities. This toll-free number now appears on all 
promotional materials used in the distribution for OxyContin, and it will appear on all 
materials as they are reprinted. All advertising for Purdue prescription products is restricted 
to medical journals and directed at professionals; Purdue has never advertised its prescription 
products directly to patients. 

• Purdue initiated meetings with the FDA at which we proposed revisions to the OxyContin 
labeling that ultimately resulted in a Boxed Warning highlighting the appropriate indications 
for the use of OxyContin tablets as well as the abuse potential and dangers of the medication. 
Purdue also initiated and developed a Patient Information Sheet, intended to accompany each 
prescription, which alerts patients to the risk of misuse and abuse of the medication. 

• Purdue mailed a “Dear Healthcare Professional” letter to more than 500,000 healthcare 
professionals, informing them of the new Boxed Warning and prescribing information. 
Purdue also ran an advertisement featuring the Boxed Warning in medical journal for six 
months. In addition, our representatives were instructed to review the Boxed Warning with 
all doctors and pharmacists upon whom they called. 

• While Purdue does not think the distribution of OxyContin “conversion chart scroll pens” 
was inappropriate, we nonetheless discontinued distribution of this item in July 2001 . 

• In response to a suggestion by an Assistant U.S. Attorney who expressed concern that 
Purdue’s sales representatives should not benefit inordinately from prescriptions written by 
an individual doctor, Purdue revised its Sales Representative compensation plan to cap sales 
commissions from prescriptions by any single physician. 

• Purdue has provided more than 230,000 free tamper-resistant prescription pads to over 
15,000 physicians in 32 states and the District of Columbia to aid in combating prescription 
fraud 

• Purdue voluntarily - and without request by any governmental agency - suspended shipment 
of the 1 60 mg. OxyContin tablets. 
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• When alerted by the staff of a Congressional committee to the problem of diversion of 
OxyContin from Mexico into the United States, Purdue voluntarily took escalating steps to 
prevent such diversion. First we changed the markings on the tablets to allow law 
enforcement to identify product crossing the border from Mexico. This was in response to a 
suggestion made by the staff of that committee, who told us that major pharmaceutical 
companies had refused to comply with their request to do the same. Subsequently, we 
imposed limitations and restrictions on sales to Mexico. Finally, upon learning of a 
significant theft of OxyContin in Mexico in December 2001 , Purdue discontinued all sales to 
Mexico. While such action resulted in a costly lawsuit by the Mexican licensee, Purdue 
refused to resume shipments to Mexico. 

• Purdue has spent more than $175 million to date in an effort to develop new formulations of 
pain medicines that would be more resistant to abuse while providing safe and effective pain 
relief to patients who use the medicines as intended. Patents on new formulations have been 
filed, and Purdue is actively working with the FDA in an attempt to expedite appropriate 
clinical trials and regulatory review. 

• Purdue has actively participated at the state level to support enactment and funding of well- 
designed Prescription Monitoring Programs (PMPs). We feel that if structured properly, 
PMPs will provide an early warning system for physicians and pharmacists to prevent 
“doctor shopping”, identify individuals who are abusing prescription medicines so they can 
be treated, and assist law enforcement in minimizing abuse and diversion. Purdue also 
supports efforts in Congress to provide grants to the states for funding their PMPs. 

• To support state efforts to implement PMPs, Purdue has agreed to contribute up to $2 million 
toward the efforts of the State of Florida to design and acquire the software necessary to 
support the most sophisticated PMPs. When developed, this software will be available to 
any state at no cost. 

• Purdue hired the State of Pennsylvania’s former Executive Director of Community 
Partnerships to head our Community Partnerships program, which is developing community- 
based anti-drug abuse programs. In conjunction with this program, Purdue is supporting 
Communities That Care® efforts in ten cities in seven states. 

• Purdue implemented an extensive prescription medicine abuse awareness program targeted 
toward the middle school “tween” population. This program, called Painftilly Obvious®, 
focuses on informing school-age children about the dangers of abusing prescription 
medicines. The program maintains a website, www.painfullvobvious.com . which provides 
educational information that can be downloaded without cost. Purdue distributes Painfully 
Obvious kits at conferences and programs to which the company has been invited to speak, 
and in collaboration with third-party organizations and state partnerships. The expenditures 
for this program to date are in excess of $4 million. 

• Purdue has implemented the “Researched Abuse, Diversion and Addiction-Related 
Surveillance (RADARS®) System,” a research-based initiative to study the prevalence and 
nature of abuse and diversion of seven opioid analgesics. The system actively collects 
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evidence concerning the abuse, diversion, and addiction potential of buprenorphine, fentanyl, 
hydrocodone, hydromorphone, oxycodone, methadone, and morphine. These are all 
prescription opioid pain medicines with recognized abuse potential. We believe that the 
RADARS System is the most comprehensive and advanced method of accumulating abuse 
and diversion data in the U.S. today. On approximately a quarterly basis, External Advisory 
Board meetings are held in the District of Columbia to facilitate attendance by 
representatives of various federal agencies. To date, observers from the Food and Drug 
Administration, Drug Enforcement Administration, Center for Substance Abuse Treatment 
(Substance Abuse and Mental Health Services Administration), and National Institute on 
Drug Abuse have attended these meetings. We have also invited the Center for Substance 
Abuse Prevention to join us, and we hope they will do so. 

• Purdue has spearheaded an important educational program of the American Academy of Pain 
Medicine, overseen by Louis W. Sullivan, MD, former Secretary of the U.S. Department of 
Health and Human Services and President Emeritus of the Morehouse School of Medicine in 
Atlanta, Georgia. Dr. Sullivan chairs an advisory board that is guiding the development of a 
web-based “virtual textbook” for medical schools that will teach students throughout the 
continuum of learning about pain assessment and management; all modes of pain 
management (including pain-relieving procedures, physical modalities, psychological 
therapies, and the use of non-opioid analgesics); and the detection and management of abuse, 
addiction, and diversion. Purdue is providing more than $1 million to develop this 
groundbreaking educational tool. 

• Working with former New York City Mayor Rudolph Giuliani, Purdue has spearheaded the 
formation of the “Rx Action Alliance,” a coalition through which pharmaceutical companies, 
not-for-profit organizations, healthcare professionals, and government (both law enforcement 
and regulatory agencies) can work together to seek solutions to the public health problem of 
prescription drug abuse. So far, more than 30 entities have agreed to join in what we believe 
will be a major force to prevent prescription drug abuse while maintaining the right of 
patients with legitimate medical need to receive appropriate medications. 

• Purdue hired an experienced pharmaceutical security expert and former FDA and DEA law 
enforcement official to head our Corporate Security Department. He has implemented 
several programs dealing with manufacturing security, supply chain and product integrity, 
and assistance to local law enforcement agencies with investigations of diversion of 
OxyContin. 

• In an effort to combat the theft and illegal trafficking of prescription medications, Purdue 
conceived, developed, and funded RxPATROL (Pattern Analysis Tracking Robberies and 
Other Losses). This information clearinghouse is designed to collect, analyze, and share 
information on pharmacy robberies, burglaries, and theft of controlled substances. Launched 
by the National Community Pharmacists Association (NCPA), National Association of Drug 
Diversion Investigators (NADDI), and Pharmaceutical Security Institute (PSI), RxPATROL 
is intended to help protect pharmacists, guard against potential robberies and burglaries, and 
assist law enforcement efforts to apprehend and prosecute pharmacy robbers. 
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• Purdue distributes prescription medicine identification cards created by the National 
Association of Drug Diversion Investigators to law enforcement officers to assist them in 
quickly identifying tablets seized during arrests. As of December 31, 2003, Purdue had 
distributed more than 47,000 identification cards to officers in 2 1 0 agencies in 40 states. 

To date, Purdue estimates that we have spent more than $225 million in our efforts to develop 
more abuse-resistant pain medications; educate healthcare professionals, patients, and the general 
public; and cooperate with law enforcement in curbing abuse and diversion. These costs are 
exclusive of lost sales as a result of suspension of formulations and discontinuation of 
distribution in Mexico. Purdue in no way benefits from the misuse of our products, and we 
remain committed to working cooperatively with all interested parties to prevent the social and 
criminal activities that lead to abuse and diversion of prescription medications. 
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Statement of 
Abbey Strauss MD 
1050 NW IS* Street. #207 
Boca Raton. Florida 

I am a physician in South Florida, In the course of my practice I treat many people with 
chronic pain. 

At the risk of some redundancy, a short historical overview from my point of view will 
provide a basis for my opirions. 

I have treated chronic pain patients for over a decade, and I recall how difficult it was 
many years ago to get the care these people needed. I recall thinking how we had the 
tools to make so many of their lives better, but because of fear and misinformation, they 
were left to suffer. The agony for many of these people was that treatments for their pain 
were not esoteric or complicated - in fact, proper medications were already available. 
Patients would tell me that their continued suffering was in response to people who 
misused opiates. That was one of the big educational problems — the challenge for 
medicine and the regulatory agencies was to acknowledge, that the mere use of an opiate 
did not cany the assumption that the patient was addicted (in the classic definition) to the 
drug, that the doctor was not simply maintaining an dysfunctional addiction, or that the 
doctor or pat ient were associated with the seedy side of life. The fact was that the same 
drug - a narcotic - was being used for two very different purposes. This ought not to 
have been such a difficult concept to grasp. After years of educational efforts, things did 
fortunately get better by the mid 1990’s. 

The problems blocking adequate care disappeared for a while. Fears from lack of 
education or the attitude (hut opiates were not safe tapered to the point where people got 
the care. But once the door opened, the pendulum swung too far. Unscrupulous doctors 
and pharmacies (and recently the internet ones) took advantage of the more accepting 
clinical milieu. Many worked using the pretense of clinically questionable pain clinics or 
practices to funnel narcotics to inappropriate patients. With the rise of the abuse, the 
media found material for scandalous sounding stories. Some government agencies then 
exploited overgeneralizations from the “war on drugs” to foster a sense of fear, deceit and 
old fashion opiodphobia back into the pain treatment world. I personally spent many 
hours on television, the rad o and in the press, trying to keep the balance so people would 
see that the majority of opiate users wore completely legitimate. The larger world of 
careful doctors trying hard o work with real patients was being lost within the yellow- 
journalism. Media over-played the problems but underplayed the equally profound 
benefits that this same medication was also saving more lives than it was ruining. 

The real problem before this committee resides in how or why the drug is used. Improper 
narcotic use is not a new problem, but the source of the narcotics shifted. The media’s 
headlines were not about the absolute differences between the motivations for using tin 
opiate. As noted above, this is the circumstance of two groups who use the exact same 
medications but For two very different reasons. The use end points are not the same, and 
this reality had been lost. Years ago this reality was lost, and I hope it will not be lost 
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again in new legislation the.t is the response to the improper prescription, selling or use of 
opiates. We cannot set bach the comfort zone in which good doctors treat honest people 
in chronic pain. 

The other major historic hurdles for the pain treatment community was to convince the 
larger community that needing opiates was not a sign of psychological weakness (in that 
they were not strong enough to carry though in spite of the pain), that needing these 
medications was not a indicator of some other psychopathology, or that any particular 
dose was an maximum or acceptable dose. 

The high costs of these medications also led to additional tensions between patients, 
doctors and insurance companies. These are usually long term use items whose 
cumulative costs are quite Ugh. 

Medicine has shown many times that the necessary therapeutic dose ranges between 
individuals may be quite wide. No one can automatically assume an inappropriate use of 
any medication simply by looking at the quantity used. Ask any psychiatrist about the 
needs some patients have fer unusually high doses - the answer will be that some people 
need them. When this is looked at scientifically, wc now know about the role of variables 
such as hepatic metabolisms, absorption differences, concurrent medications and protein 
binding issues, possible genetic differences yet beyond our understanding, and so on. 
Sadly, the often “public counting of pills" has become a flag that insults the legitimate 
patient and frightens others. Newspapers often report that someone got "thousands of 
tablets,” assigning to the number a meaning that in fact might have no clinical 
foundation. It is a common scare lactic. Fortunately the enlightened medical community 
and sophisticated pain patients arc aware of this. That some people need such large 
quantities is suggestive of at least two reasons - ( 1 ) the medications are not manufactured 
in large enough dose formulations 1 , or (2) there are many people who need these doses 
for therapeutic effect.. The concept of what a proper or average dose is too limited and is 
based on a unrealistic or biased framework. Indeed, some people respond to unusually 
low doses of medications 

The key issue here, and one which is a central theme to my comments to the committee, 
is not just the fact that many people use these opiate medications, regardless if they are 
using large or small doses. Rather I hope the committee will absolutely capture the 
pivotal concept of knowing the motivation for anyone using the medication, 'llie 
measurable end point to treatment is the change in the person’s quality of life. The 
number of people who’s lives arc better with proper narcotic use far outweighs the 
numbers who misuse the medications. That needs to be painted to the regulatory 
community in the most graphic ways. I also emphasize that any recommendation from 
this committee to control the misuse of the medications must not unrealistically hinder or 


1 Some the cost of the branded formulations is so great that people have to use less expensive, and smaller 
dose forms (i.e., a 5 mg tablet rather than a 30 mg one). If the generic is not as good {which many people 
report), then the absolute quantity needed for equal benefits may be considerable, compensating for the loss 
of potency in the generics, 
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burden the process needed for the legitimate doctor and patient to do what is necessary 
for that better quality of life. 

My personal algorithms is based on a simple statement: that the legitimate patient uses 
the medications to return tc fife, while the addict uses the medications to escape from life. 

One problem is knowing how to trust a patient. Pain is so subjective. For a long time the 
general assumptions was that patient had to prove that their pain was real. So patients 
struggled in convincing doctors they were “for real." Initially doctors were skeptical 
because of their own under-training or ill-founded biases, and in combination, patients 
often did not get adequate care from a single provider. So they would go from doctor to 
doctor. This has been called pseudo addict ion, and it has virtually disappeared as doctors 
fell more skilled and comfortable in managing pain coses. One clue to the difference 
between a proper and illegitimate patient is if the doctor hopping continued in spite of the 
doctor giving realistic doses. The patient no longer had to go from doctor to doctor to get 
a quantity of medications genuinely needed for pain control. If the patient continues to do 
this in this day and age, it is more suggestive of improper mcdciation use than 
pseudoaddiction. This is usually not reflected in the media exposes about narcotic use. 

A fair number of my psychiatric colleagues treat pain. The reasons for this arc that as 
psychiatrists, wc can better handle complex cases of emot ional turmoil from the impact 
of pain on someone’s life, as well as knowing better how to fine mne mcdciation use. 
Also, our exposure to the causes and management of addictions is much greater than 
many of our non-psychiatric colleagues, should this be an issue in a particular case, We 
also tend to spend more lime with patients, getting to know them, teaching coping skills, 
etc. Most of the cases I've read about when a doctor is over prescribing (or mis- 
press ribing) narcotics is when the doctor is not a psychiatrist or when there is no effort to 
establish a therapeutic relationship. The time spent by them with a patient is much less, 
and there is much less energy spent to addressing the larger issues of a person's life. One 
variable here is that most insurance companies strictly limit any psychiatric benefits, so 
many people have to go elsewhere for treatment. 

Over the years only a very few of my patients have not been honest, with me. Eventually 
the dishonesty becomes evident and I have been forced to ask them to leave my practice. 
This usually follow's if they refuse to accept the reuiity of what they are doing, or if they 
refuse to modify or seek the needed treatment for the associated problems unpinning the 
dishonesty or the improper use of medications. This is a very small percentage. I would 
like to offer the committee a pic graph reflecting this statistic, but in absence of a graph, I 
would estimate that I have fad only 1-2% of all my chronic patients not be honest with 
me or who attempted to misuse my willingness to treat their pain with opiates. The reason 
for this is that I try to spend time with them and to get to know them. 

Concern has been voiced that the opiate producing pharmaceutical companies have over- 
promoted the use of their products, which in turn allegedly fostered some of the improper 
use of the medications. Whi ’c in fact the company does have a sales force, the vast 
majority ot physicians simply listen to the drug representatives as a source of information 
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and then apply that information to their patient’s clinical needs, A prescription follows 
only if it is appropriate to those needs. 

In the recent Ft Lauderdale Sun-Sentinel series called "Drugging the Poor" the reporter 
addressed the improper use of medications, ile listed doctors and pharmacies that were 
very high prescibers of narcotics. He spoke about the tremendous costs of providing this 
care to the Medicaid system There was very little in the piece about the real benefits of 
these medications. There was not enough emphasis that the medication costs to the state 
are the product of the pharmaceutical industry’s prices. Indeed much of the cost factors 
would be diminished if the medications simply cost less money. The implication was 
clearly made that anyone properly involved in the use of these medications was also, 
somehow, motivationally similar to the prescribing doctors, pharmacies and patients who 
were abusing Oxyeontin's availability. The reporter emphasized the problems with those 
doctors and pharmacies (nrd indeed some real problems existed) without adequate 
attention to the fact that perhaps some, if any. of the patients under the care of those 
doctors, did in fact properly benefit from pain relief under their care. 

I would offer the following recommendations- 

1 . Recognize that chrcnic pain is a real and is often under treated in our country. The 
reason for this is mostly fear and lack of knowledge on the doctor’s part. The 
benefits won over the last several decades must not be lost in an effort to stop the 
relatively few who are improperly capitalizing on the more accepting environment 
for pain treatment. This accepting environment is actually the acceptance of the 
use of opiates, 

2. Allow schedule 2 medications to be sent electronically to a pharmacy. Patients 
would be required to use only one pharmacy. This would eliminate all fraudulent 
scripts. Sufficient internet security exists to encrypt the prescriptions. No written 
prescription would be given except for small amounts (such us after a tooth is 
pulled) or In a one time emergency. 

3. A computerized monitoring system should he established to follow narcotic 
prescriptions. When a prescription is presented to u pharmacy, the pharmacy’s 
computers will compare it to a data base. If some question about dosing changes, 
refills or other irregularities appear, then the data base will notify the pharmacist 
who can then call the doctors for clarification. The data base would tell the 
pharmacist from which doctor the patient was also getting prescriptions for 
narcotics. I do not think this data base needs to be open to law enforcement since I 
believe it will self-police the use of narcotics. It would simply be impossible for 
someone to get multiple prescriptions or to forge a prescription. I believe Purde 
Pharma has offered to fund such a program in Florida. 

4. The above recommendations will do little to prevent inappropriate prescription 
use if the same doctor is giving a continuous supply to an inappropriate patient. 
This is a much more difficult problem to address. The telling factor cannot be 
merely the quantity of medication used. Proof that legitimate pain is being treated 
must be available. An unbiased but experienced committee may be needed to 
review the case, Care must be made not to assume loo early on in the doctor- 
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patient relationship that improper medication use exists - it may take lime for the 
patient to find a balance between pain control and getting their life in order. This 
may allow for some inappropriate use to continue for a while. Issues of patient- 
doctor confidential y will arise. The centra! issue for any judgment on a potential 
misuse situation will be on how the medciation is affecting a person's life over 
time. That must be reflected in the clinical notes. Treatment must be followed 
over sufficient time for the patient’s life and dose to stabilize, as well giving 
enough time for the patient to team to live with the pain, the establishment of 
coping skills, and ether interventions to better control the pain and it’s impact on 
their lives. Pain treatment is a time consuming process. High dose chronic pain 
patients may have lo accept the knowledge that their medical charts may be 
reviewed. Additional levels of confidentially protection may be needed if a 
psychiatric process is also occurring. This is the problem with dual diagnosis 
treatment - a patient with pai n and perhaps history of substance abuse deserves 
treatment for the pain, btii this combined treatment approach must be done by 
those able to do so. Any potential for a formalized outside review of the treatment 
plan must be carefully tooled so as to not chill a patient’s comfort in being honest 
and addressing the more intimate aspects of his life and problems with his doctor. 

5. 1 believe that the availability of Oxvconiin did not in and of itself create new 
onset narcotic abusers. The propensity to misuse the medication existed before 
hand. Some of the abusers were narcotic addicts who benefited from a 
pharmaceutical grade drug supply, and it was certainly medically and legally safer 
to gel the medciation from a doctor anc! pharmacy than on the street. This applied 
to using not choosing to use other narcotics as well, such as heroin. I’m certain 
that a certain pcrce ilage of Oxyconlin users were recreational or experimental 
drug users. I’m also certain that some people use it because of the socially lax, 
dangerously permissive and attractive altitude that exists in our culture about drug 
use. The psychology, biochemistry and sociology of substance abuse is complex, 
massive and still not able to prevent substance abuse. But I would recommend 
that programs be given to teenagers and young adults for jobs and schools, and to 
make them integrated parts of a community. We need to study and learn from 
those cultures which have less of a substance abuse problem, and we have to be 
willing to adopt some of the lessons from those cultures. 

6. Many substance abusers may also need long term mental health care, but many 
have no or limited access to it - this needs to be changed. Likewise, little can be 
done to prevent a physician or other person from willfully choosing to practice 
improper medicine. The Medical Boards must address this problem. Physicians 
should be required to take pain management courses for license renewal. 

7. For the most part this is not u problem whose solution lies in law enforcement 
outside of removing those who intentionally capitalize in the trade of improper 
prescriptions. Law enforcement can work with health care and educational 
resources. Ultimate y scaring people with legal consequences to substance abuse 
has failed - the number of people incarcerated for drug problems shows this 
approach has failed. Wc fee! good too easily by sending law enforcement officers 
but historically this approach has never worked. If we had as many social workers 
as police officers, then perhaps wc might have a chance to correct the problem. 
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8. I also recommend that additional funds be allocated into research for new pain 
treatment modalities, into more research on substance abuse, and into providing 
additional money far proper substance abuse treatment. 1 also recommend that 
monies be given to schools to provide after school clubs and activities to give 
young people a sense of emotional connection and importance to their 
community and in their families. 

The beauty of a cliche is that contains truth, The cliche in this situation is this: Oxycontin 
is not the problem. Oxycontin reflects (he problem. 
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Fred D. Brown 
7132 Cane Hill Circle 
Orlando, Florida 32819 
(407) 351-1405 
Fax: (407) 345-0955 
Fbrown4@cfl.rr.com 


February 10, 2004 


Honorable Mark Souder 
Congress of the United States 
House of Representatives 
Fax: 202 225-1154 

Ref. Subcommittee on Criminal Justice, Drug Policy 
And Human Resources 

Dear Representative Souder, 

I would like to thank you 1'or your assistance in helping to hold the “To Do No Hama: 
Strategies For Preventing 1 Prescription Drug Abuse” hearing this past Monday in Winter 
Park. 

I am a chronic pain patient for over nine plus years and I was extremely surprised and 
disappointed that there was no representation on one of the panels from someone such as 
my self Certainly there are a small percentage of doctors that have made the decision 
along the way to try and make a bundle of money illegally. And yes, there are patients 
that abuse the medication that is given to them for pain relief. I’m sure that some of these 
patients do “doctor shop” in order to relieve their pain. 

Success in relieving pain ifi a tremendous problem in this country. The field of pain 
management has certainly made many advances in dealing with this problem. Then a 
series of newspaper articles is published possibly pushing us backwards in time treating 
chronic pain patients by instilling fear in both the medical community and their patients. 

While it is extremely sad hearing of the deaths that were reported in the Sentinel articles, 

I find it more amazing tha': thousands of people die each year in auto accidents from the 
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Honorable Mark Souder 
PAGE 2 


use of alcohol and very little is reported on this and I certainly don’t see state and federal 
congressional hearings being formed. 

It is imperative that I take care of myself. I will do what is needed to try and stay as 
stable as possible and to have access to medications that let me function every day. I feel 
that I am proactive with my illness and as long as my health permits, I will be a patient 
advocate and do whatever I can to make sure that those medications such as Oxycontin 
are available, not only to myself but also any patient that needs them for severe chronic 
pain. 

If I can answer any further questions to you or other committee members, please do not 
hesitate in letting me know. 


Very truly yours, 



Fred Brown 

Severe Chronic Pain Patient 
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U.S. Department of Justice 

Office of Legislative Affairs 


Office of the Assistant Attorney General 


Washington, DC. 20530 


May 24, 2004 


The Honorable Mark Souder 
Chairman 

Subcommittee on Criminal Justice, Drug Policy 
and Human Resources 
Committee on Government Reform 
U.S. House of Representatives 
Washington, DC 20515 

Dear Mr. Chairman: 

Enclosed please find responses to questions posed to Mr. Thomas W. Raffanello, 
Special Agent in Charge of the Miami Division of the Drug Enforcement Administration, 
following Mr. Raffenello’s appearance before the Subcommittee on February 9, 2004. 
The subject of the hearing was: “To Do No Harm: Strategies For Preventing 
Prescription Drug Abuse.” 

We hope that you will find this information helpful. If we may be of additional 
assistance, we trust that you will not hesitate to call upon us. 

Sincerely, 


William E. Moschella 
Assistant Attorney General 


Enclosure 

cc: The Honorable Elijah Cummings 
Ranking Minority Member 
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COMMITTEE ON GOVERNMENT REFORM 
SUBCOMMITTEE ON CRIMINAL JUSTICE, DRUG POLICY & HUMAN 
RESOURCES 

"TO DO NO HARM: STRATEGIES FOR PREVENTING PRESCRIPTION DRUG 

ABUSE" 

FEBRUARY 9, 2004 

FOLLOW-UP QUESTIONS FOR THE RECORD FOR 
MR. THOMAS W. RAFFANELLO 
SPECIAL AGENT IN CHARGE, MIAMI DIVISION 
DRUG ENFORCEMENT ADMINISTRATION 

1. During the hearing you testified that the laws against illegal distribution of controlled 
substances over the Internet are very vague. What changes in the current federal laws 
would DEA like to see made? What new steps can Congress take to assist your law 
enforcement efforts to combat the illegal distribution and use of prescription drugs? 

DEA is moving aggressively to enforce existing prohibitions against the illegal dispensation of 
controlled substances. At the same time, DEA and the Justice Department have been reviewing 
Federal law to determine whether changes need to be made. We look forward to working with 
the Congress on this issue. 

2. From newspaper reports discussed at the hearing, it is clear that a relatively small 
number of doctors arc prescribing very large amounts of oxycodone and other controlled 
substances in Florida. This information was based on data maintained by the 
Medicare/Medicaid system. Does the DEA monitor Mcdicare/Medicaid information and if 
so, how? How is this information used for law enforcement purposes? 

Although the DEA does not monitor Medicare or Medicaid databases, information is routinely 
exchanged among the agencies. In Florida for example, DEA Special Agents and Investigators 
exchanged case related information directly with the Medicaid Fraud Control Unit. 

3. What other kinds of information does DEA keep track of in its efforts to stop illegal 
diversion of prescription drugs? What factors go into a decision by DEA to open 
investigations into illegal use or distribution of prescription drugs? 

The DEA monitors emerging drug trends through the Automation of Reports & Consolidated 
Orders System (ARCOS), an electronic reporting system for all manufacturers and distributors of 
Schedule II and Schedule III narcotic controlled substances. DEA is able to analyze the reported 
transactions and determine unusual purchasing patterns. DEA investigations focus on large scale 
trafficking organizations of pharmaceutical controlled substances that have a significant 
international, national, or regional impact. 
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4. Does the number of conditions for which a drug is approved by the US Food and Drug 
Administration impact the illegal use of the drug? In other words, if the number of 
approved uses increases, does that increase the potential for the drug to be diverted or 
misused? Should drugs like OxyContin be approved for use in treating moderate or even 
lesser levels of pain? Does the number of conditions for w hich a drug is approved by the 
FDA impact the illegal use of drugs? 

The more approved uses there are for a particular drug results in more prescriptions written, 
which often equates to a higher frequency of diversion. For example, stocks in pharmacies are 
larger so robberies will cull a greater amount of a particular drug to be used illicitly. High-dose, 
single entity products like OxyContin® are ideal for patients who are or become opiate tolerant 
and need 24-hour coverage for an extended period of time for severe pain management. For 
moderate pain, other immediate release products will alleviate the pain. High-dose products are 
highly desirable for use as a heroin substitute by narcotic addicts. As has been publicly stated in 
the past, the DEA believes OxyContin® should only be used for severe pain management. 

5. On February 15, 2004, the Washington Post reported that "top officials" at DEA were 
working to reclassify hydrocodone combination products (i.e., drugs that are made up of 
hydrocodone and another medicine, as opposed to pure hydrocodone) as Schedule II 
drugs). What is the status of this reclassification effort? What potential impact would it 
have on DEA’s ability to combat the diversion and abuse of these drugs? 

The DEA has received a petition to reschedule hydrocodone combination products, such as 
Vicodin® and Lortab® from Schedule III to Schedule II of the CSA. We are currently in the 
initial phase of gathering available data to be forwarded to the Department of Health and Human 
Services for review. We do not anticipate imminent action to reschedule hydrocodone products. 
Schedule II controls would prohibit prescription refills, eliminate call-in prescriptions, and 
provide greater security and oversight of these drugs. It also would put doctors on notice that 
these products have been extensively abused and more careful prescribing is needed. 

6. During the hearing, the Subcommittee discussed several proposals for the creation of a 
database or databases to monitor the distribution and prescription of controlled 
substances. What form should such a database take, and who should create and maintain 
it? Should a single federal database be created? Or should each state create its own 
database? If the latter, how would we ensure that they would be linked and capable of 
sharing information with each other? 

The Prescription Monitoring Programs (PMPs) offer the best approach to monitoring prescription 
use and abuse. Federal funding has been available for the states to initiate and improve PMPs 
through a grant program known as the Harold Rogers Prescription Drug Monitoring Program. 
Since fiscal year 2002, Congress has appropriated $16.5 million to the Department of Justice for 
PMPs. Twenty-two states, representing approximately 50 percent of the practitioners and 
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pharmacists registered with the DEA, currently operate PMPs. 

A state by state approach to developing these programs provides the states with a high degree of 
flexibility in the design and implementation of the programs. The DEA and the National 
Association of State Controlled Substance Agencies are coordinating their approaches in order to 
capture basic data from each PMP in an effort to develop procedures for State officials to identify 
and track questionable substances between states. 

7. Approximately what percentage of DEA’s time and resources is expended in connection 
with illegal distribution of prescription drugs? How does that compare to the agency’s 
efforts with respect to illegal drugs such as marijuana, cocaine and heroin? 

Last year, the DEA expended 5.4% of its total work hours in connection with the illegal 
distribution and use of prescription drugs and 83.6% of total work hours combating illegal 
opiates, cocaine, cannabis, and other dangerous drugs. 
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January 3, 2004 

Honorable Secretary Thompson, 

I am writing on behalf on your recent conquest; le, your painstaking measures to hay 
Eph dra banned. Now I Implore you to take a long hard look at the OxyContin epidemic, which 
has swept across our country and has left behind hundreds and thousands of deaths. 

My son, Jason Lancing Kelley, age 27 was one of the many left without a voice. He died 
of an Accidental OxyContin overdose on June 4th, 2003. He was prescribed the drug following 
a motorcycle accident and his Injuries were not chronic, were not severe and were healing quit 
well. His doctor knew this and continued to prescribe the drug until it killed him. 

This drug found it's way into the marketplace In 1 99t and has left 
a trail of deaths and shattered families and broken hearts... It took the death of a major leagu 
bas ball player to bring the Ehpedra problem to the surface.... why is this? My son was a 
talented musician and good Christian young man wtth dreams and aspirations... So many of our 
lost loved ones were accomplished people. There is a stigma that Purdue Pharma, Stamford CT, 
mak r of the drug OxyContin, has tried to implant in people's minds that only "Addicts" die from 
this drug. Only those who abuse It, die ! This Is not true. They try to rectify the problem by 
spending thousands on educating people on the dangers of addiction, but the source of th 
problem is the drug itself.. It is a known fact that there Is a malfunction in the time released 
mechanism of the drug and Purdue Pharma Is well aware of this.... In fact, the head of the 
research and development department of Purdue Pharma, brought this to the attention of th 
CEO and president and he was demoted and subsequently fired. He now has a major legal 
battle pending against Purdue Pharma. 

In your interview on Fox News a few days ago you said "I take my job very seriously". 
Now, Honorable Thompson. I am asking you to lake this "OxyContin ’' situation seriously... as 
seriously as you dealt with the Ephedra problem. 

Without your help, we are left broken hearted, childless, widowers, widows, fatherless, 
moth rless. etc. This OxyContin epidemic must be addressed and I am writing to you in good 
faith..l know you will look into this matter and "take this seriously". 

If you would like a good education on how this drug has left an indelible mark on many 
lives, please go to www.oxyabusekills.com and read of the many lives "gone too soon" and the 
shattered hearts left behind. 

Why ft has taken so long and so many fatalities to stop this epidemic is beyond me, but I 
am hoping that YOU will delve deeply Into this problem... 

Respectfully yours, 


Kay Kelley-Moretti 

On behalf on my son Jason Lancing 

8/24/75 - 04/04/03 

Please take a moment to look at my son's memorial website - 
www.geoclties.com/jaysplacedrumon/ 
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April 5, 2004 




VIA FACSIMILE 

To: Congressman Mark Souder 

Re: Comments on Drug Treatment 

Dear Congressman Souder, 

I watched with great interest the hearings by your subcommittee on Treatment of Drug 
Addiction. I was impressed by your very incisive questions to the panel of experts from 
the government and private agencies. I will begin by just three questions that sum up the 
problem besetting the treatment community resulting in shockingly poor outcomes: 

* Why are medications rejected in the treatment of the ‘disease’ of addiction? 

* Why only highly addictive drugs are heavily promoted in the treatment of 
addictions? 

* Why are non-addicting drugs approved by the FDA rejected or ignored by 
the treatment community and Federal agencies like NIDA? 

Although alcoholism and drug addiction is a major public health issue the treatment 
community has rejected all advances in the field of neurosciences on the grounds that 
addictions are caused by moral weakness, lack of will power or a personality flaw. 

Addicting medications are very helpful in the detoxification process but have a huge 
problem if used chronically. Yes, sometimes they have to be used, but with great caution 
and discretion. A perfect example of this problem is the treatment of heroin addiction and 
now the near epidemic of addictions to pain medications like OXYCONTIN and 
VICODIM. The NIH realized way back in the 1970’s that getting people off methadone 
is very difficult and therefore, developed a medication completely free of any addictive 
liability. The drug is called naltrexone . Naltrexone does not produce a ‘high’ is non- 
scheduled and is not addictive or have any abuse liability. Pharmacologically it is the 
complete opposite of methadone. Yet, NIDA ignored this drug on the grounds of poor 
compliance. Compliance is a problem with any chronic disease and particularly with 
addictive disorders. It takes special training to motivate patients to take a medication that 
does not produce a high, yet the agencies have not done anything to provide the 
psychosocial counseling to motivate patients to take non-addicting medication. 

Naltrexone is so old that it is now a generic drug and it is the only drug that is approved 
both for the treatment of opioids and alcoholism . Yet few have heard about it . 
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Naltrexone was the first of the non-mood-altering medications developed. Most of the 
newer medications that are awaiting FDA approval or look promising to treat alcoholism 
or drug addictions belong to this category. Some of the drugs include Acamprosate, 
Baclofen, Topiramide, Vigbatrin, Ondansetron etc. Yet little is being done to train 
therapists and counselors on using these types of medications in conjunction with relapse 
prevention counseling. 

The major fallout of promoting only highly addicting and abusable drugs for the 
treatment of addictions greatly contributes to the stigma associated with the disease. 
Moreover, we open ourselves to pressures to legalize addicting drugs like marijuana, 
cocaine as a wav to reduce drug addiction. We are all too aware about millions of dollars 
being spent on ballot initiatives in many states to legalize drugs. You talked about the 
problems Vancouver is experiencing with legalized drugs. 

I sincerely believe that unless we make a major shift and incorporate the significant 
advances made in the field of neuroscience, we will end up wasting billions of dollars as 
has happened in the past. 

I am not supported by any organization or company and would be honored to offer a 
different perspective on the use on non-mood-altering drugs in the treatment of 
alcoholism and drug addictions. 


Yours respectfully. 




Percy Menzjds, M. Pharm. 
President 
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Re: February 9th Federal Field Hearing on Abuse of Prescription Medications, 
Winter Park, FI- 

Dear Mr. Chairman: 


As a pain management advocate and a pain management clinician, I am greatly 
concerned about the ongoing negative press coverage of opioid analgesics and their 
abuse. Unfortunately, such coverage significantly impacts the ability of patients in our 
state to find a provider who can adequately assess and pharmacologically manage pain. 
Published data continues to demonstrate that the under-treatment of pain continues to 
be an epidemic in our country and in our state. Just recently, the Florida Pain Initiative 
(FPI) released survey data demonstrating that nearly four of five households in Florida 
have at least one member who suffers from pain on at least a monthly basis. Although I 
agree that abuse and diversion are problematic, the under-treatment of pain is a much 
larger issue. The continued under-treatment of pain in this state will only lead to greater 
socioeconomic costs (e.g., disability, lost productivity) and greater problems. As a pain 
clinician, an advocate for pain patients, and the president of the Florida Pairi Initiative, I 
have seen many patients mismanaged by providers due to fear of scrutiny and fear of 
opioids. Opioids are definitely not always appropriate, but when needed, these 
medications can drastically improve quality of life, reduce anxiety, fear and depression, 
optimally control pain, and improve functionality. In fact, I've seen many patients who 
have failed other therapies dramatically improve on opioid therapy, returning to work and 
become functioning members of our society. Strangely enough, most state and national 
data suggest that addiction continues to be a problem in up to 10% of our population - a 
significantly lower number than the 75% of patients in our state with regular persistent 
pain. Addiction is not a drug-induced disorder and is defined by the American Society of 
Addiction Medicine as a "primary, chronic, neurobiologic disease, with genetic, 
psychosocial, and environmental factors influencing its development and 
manifestations." Although the media in our state and parents of drug-abusing children 
insist that the problem of addiction is actually a direct result of the medication, the 
manufacturer marketing, or provider prescribing, there is no evidence that this is the 
case. Furthermore, all published literature regarding addiction describes this disorder as 
a complex syndrome that has much more to do with underlying psychiatric disorders 
than one or two drugs. Furthermore, I am having a difficult time comprehending why our 
state is blaming pain providers and manufacturers for criminal activity and the increased 
prevalence of adolescents (or adults) using prescription controlled substances without a 
prescription. While I believe any death from a drug overdose is a tragedy, I believe our 
state is misplacing the blame and avoiding the fact that this is criminal activity. If a 
criminal wishes to abuse a prescription controlled substance, they will find a way. No 
evidence from any state has ever suggested that changes in provider prescribing or 
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regulation of specific classes of opioids makes any difference in actual rates of abuse 
and diversion. Furthermore, most data suggests that opioid-related deaths are a result 
of polysubstance (i.e., multiple substance) abuse, including illegal substances such as 
cocaine and heroin and "licit'' substances such as alcohol. In comparison, if many 
patients or criminals took 20 aspirin this morning (i.e., abused it) and bled to death as a 
result, I doubt our state would be making such an issue of it. Either way you cut it, this is 
still abuse (aspirin or an opioid). Our state would be better served by spending its 
money on improved education of the public regarding abuse, education of providers on 
appropriate opioid prescribing and the under-treatment of pain, education of healthcare 
providers regarding appropriate screening for substance abuse or patients at risk for 
substance abuse, and earlier intervention when abuse is identified. 

As a pharmacist, a pain management clinician, a pain patient advocate, and the 
president of the FPI, I would like to request time to testify at the February 9th Hearings in 
Winter Park, Florida. Hopefully, my testimony will provide some balance to the issue. 

Please do not hesitate to contact me at the following phone numbers if you have any 
questions. 

Sincerely, 

Jennifer Strickland 

jJhnif^ 5f. Strickland, PharmD, BCPS 

President, Florida Pain Initiative 

Clinical Pharmacist, Pain and Palliative Care Service 

Director, Specialty Pharmacy Residency in Pain and Palliative Care 

H. Lee Moffitt Cancer Center & Research Institute 

12902 Magnolia Drive - Modular 1 

Tampa, FL 33612 

813-972-8456 

fax: 813-632-1726 

strickjm@moffitt.usf.edu 
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